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CDRH International and National Liaison Roster
(as of 1/7/2011)

ORG COMMITTEE SUB-COMMITTEE WORKING GROUP TASK GROUP MEMBER

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AD, Aids for Ostomy and
Incontinence (U.S. TAG
for ISO TC 173, SC 3)

AP, Apnea Monitoring
Committee

AT, Autologous
Transfusion Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

WG 01, Systematic
approach to biological
evaluation and
terminology

WG 02, Degradation
aspects related to
biological testing

WG 03, Animal
protection aspects

WG 04, Clinical
investigations of
medical devices in
humans

WG 05, Cytotoxicity

WG 06, Mutagenicity,
cancerogenicity and
reproductive toxicity

WG 07, Systemic
toxicity

OB-GYN/
Gastroenterology

Anesthesia

Cardiology

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

ALTERNATE:

Abel, Dorothy (A)
CDRH ODE
PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL

PRIMARY
Wentz, Catherine (P)
CDRH ODE

ALTERNATE:
Bailey, Michael (A)
CDRH ODE
PRIMARY:

Goode, Jennifer (P)
CDRH ODE

ALTERNATE:
Gantt, Aubrey (A)
CDRH ODE
PRIMARY':
Mcnamee, Scott (P)
CDRH OC

PRIMARY:
Davis, Judith (P)
CDRH ODE

TECH EXPERT:
Marcarelli, Michael
(T) CDRH OC
PRIMARY:

Richter, Kimber (P)
CDRH OC
ALTERNATE:
Santel, Fabienne (A)
CDRH OC

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:

Toy, Jeffrey (A)
CDRH ODE

ALTERNATE:
Panguluri, Ramesh
(A) CDRH ODE
PRIMARY:

Toy, Jeffrey (P)
CDRH ODE

PRIMARY:
Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Dalal, Rakhi (A)
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

BE, Biological
Evaluation Committee

WG 08, Irritation and
sensitization

WG 09, Effects on
blood

WG 10, Implantation

WG 11, Allowable limits

for leachable
substances

WG 12, Sample
preparation and
reference materials

WG 13, Toxicokinetics

study

WG 14, Material
characterization

WG 15, Strategic

approach to biological

assessment

WG 16, Pyrogenicity

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

CDRH ODE

PRIMARY:

Malshet, Vasant (P)
CDRH ODE
ALTERNATE:
Virmani, Mridulika (A)
CDRH ODE

ALTERNATE:
Ghosh,
Chandramallika (A)
CDRH ODE
PRIMARY:

Goode, Jennifer (P)
CDRH ODE

TECH EXPERT:
Lu, Qijin (T) CDRH
OSEL

PRIMARY:
Malshet, Vasant (P)
CDRH ODE
ALTERNATE:

Toy, Jeffrey (A)
CDRH ODE

PRIMARY

Brown, Ronald (P)
CDRH OSEL
ALTERNATE:

Fu, Xin (A) CDRH
ODE

ALTERNATE:
Clupper, Daniel (A)
CDRH ODE
PRIMARY:

Ghosh,
Chandramallika (P)
CDRH ODE

ALTERNATE:
Brown, Ronald (A)
CDRH OSEL
PRIMARY:

Luu, Hoan My (P)
CDRH OSEL

ALTERNATE:
Isayeva, Irada (A)
CDRH OSEL
PRIMARY:
Pollack, Steven (P)
CDRH OSEL

PRIMARY:

Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Ghosh,
Chandramallika (A)
CDRH ODE

ALTERNATE:
Ghosh, Chandramal
(A) CDRH ODE
PRIMARY:
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

BE, Biological
Evaluation Committee
(U.S. TAG forISOTC
194)

BG, Blood/Gas
Exchange Device
Committee

BP, Blood Pressure
Monitoring Committee

Board Healthcare

Administration Vice
Chair

Board of Directors

Cl, Cochlear Implants
Committee

CV, Cardiac Valve
Prostheses Committee

Committee on Standards
Strategy

DF, Defibrillator
Committee

DI, Medical Devices for ' US TAG for ISO/TC84

Injecitons Committee WG3

WG 23, Insulin syringes
and pen injectors for

Biocompatibility

Cardiology

Cardiology

General (Policy)

General (Policy)

Dental / ENT /
Neuro

Cardiology

General (Policy)

Cardiology

General Hospital /
General Plastic
Surgery

Hitchins, Victoria (P)
CDRH OSEL

PRIMARY:

Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Goode, Jennifer (A)
CDRH ODE

ALTERNATE:

Lu, Qijin (A) CDRH
OSEL

PRIMARY:

Wentz, Catherine (P)
CDRH ODE

PRIMARY:
Ho, Charles (P)
CDRH ODE

PRIMARY:
Richter, Kimber (P)
CDRH OC

PRIMARY:
Richter, Kimber (P)
CDRH OC

TECH EXPERT:
Beard, Brian (T)
CDRH OSEL
PRIMARY:

Kane, James (P)
CDRH ODE

TECH EXPERT:
Krauthamer, Victor (T)
CDRH OSEL
ALTERNATE:
Nandkumar, Srinivas
(A) CDRH ODE
TECH EXPERT:
Regnault, William (T)
CDRH OSEL

ALTERNATE:
Aguel, Fernando (A)
CDRH ODE

TECH EXPERT:
Aguel, Fernando (T)
CDRH ODE
PRIMARY:
Stewart, Sandy (P)
CDRH OSEL

PRIMARY:
Herman, Carol (P)
CDRH OSEL

ALTERNATE:

Gray, Richard (A)
CDRH OSEL
PRIMARY:
Tovar-calderon,
Oscar (P) CDRH ODE
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

DI, Medical Devices for
Injection Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DI, Medical Devices for
Injections Committee

DP, Medical Device
Particulates Committee

EC

US TAG for ISO/TC76
and ISO/TC84

U.S. TAG for ISO TC 84

US TAG for ISO/TC84
WG 6

US TAG for ISO/TC84
WG8

US TAG for ISO/TC84
WG9

US TAG for TC 76 WG4

US TAG for TC76 WG 2

US TAG for TC76 WG 5

US TAG for TC76 WG6

US Tag for ISO/TC84
WG7

US TAG for ISO/TC76
WG1 ??

WG 05, Blood
Collection Systems

WG 26, Auto Injectors

WG 28, Sharps
containers

WG 29, Catheters

WG 04, Elastomeric

parts and components
and related secondary
packaging components

WG 02, Rigid container
systems and related
accessories for
parenterals and
injectables

WG 05, Blood collection
systems

WG 06, Priamary
packaging materials for
medicinal products

WG 27, Safety issues
for needles

WG 24, Needle Free
Injectors

WG 01, Soft continers
for blood, blood
components and
parenterals; Infusion,
tranfusion and blood
processing equipment

WG 01, Ambulatory
electrocardiograph

General Hospital /
General Plastic
Surgery

Tissue
Engineering

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

Cardiology

Cardiology

Colburn, Scott CDRH
OSEL

PRIMARY::
Watson, Anthony (P)
CDRH ODE

ALTERNATE:
Colburn, Scott (A)
CDRH OSEL
PRIMARY:
Mayhall, Elaine (P)
CDRH ODE

PRIMARY:
Colburn, Scott (P)
CDRH OSEL

PRIMARY:
Patwardhan, Dinesh
(P) CDRH OSEL
ALTERNATE:

Pinto, Hina (A) CDRH
ODE

ALTERNATE:
Eloff, Benjamin (A)
CDRH ODE
PRIMARY:

Ho, Charles (P)
CDRH ODE
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

EC

EC

EC

EC

EC

EC, ECG Committee

EM, Electromagnetic
Compatibility Committee

EQ, Medical Equipment
Management Committee

ES Electrical Safety
Committee

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

WG 02, Arrhythmia
monitoring

WG 03, Cables and

leads

WG 04, Cardiac monitor
and diagnostic ECG

WG 06, ECG Electrode

WG 08, Standard
communications
protocol

WG 04 Electro-optical
equipment sub-TAG

WG 05, Hospital beds
sub-TAG

WG 08 Ultrasound
sub-TAG

Cardiology

Cardiology

Cardiology

Cardiology

Cardiology

Cardiology

General

General Hospital /
General Plastic
Surgery

General

Radiology

General Hospital /
General Plastic
Surgery

Radiology

WG 09, Lung ventilators | Anesthesia

ALTERNATE:
Reilly, Sabina (A)
CDRH ODE
PRIMARY:

Ricci, Linda (P)
CDRH ODE

PRIMARY
Forrest, Shawn (P)
CDRH ODE

PRIMARY:
Ho, Charles (P)
CDRH ODE

PRIMARY:
Reilly, Sabina (P)
CDRH ODE

PRIMARY:
Ho, Charles (P)
CDRH ODE

PRIMARY:
Ricci, Linda (P)
CDRH ODE

PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:
Pressly, Nancy (P)
CDRH OSB

PRIMARY:
Ogden, Neil R P (P)
CDRH ODE

PRIMARY:

Ferlo Todd, Joan (P)
CDRH OSB
ALTERNATE:
Powers, Matthew (A)
CDRH OC
ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL

PRIMARY:

Harris, Gerald (P)
CDRH OSEL
ALTERNATE:
Maruvada, Subha (A)
CDRH OSEL

PRIMARY:

Choe, Melanie (P)
CDRH ODE
ALTERNATE:
Medicus, Jennifer (A)
CDRH OC
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

EV, (U.S. sub-TAG for
IEC 62D Electromedical
equipment)

HA, Medical Devices
and Systems in Home
Care Applications

HE, Human Factors
Engineering Committee

HF, High Frequency
Therapeutic Device
Committee (U.S.
sub-TAG for IEC 62D,
MT 17)

ID, Infusion Device
Committee (U.S.
sub-TAG for IEC 62D,
MT 23 & ISO TC 150,
SC 6, WG 4)

ID, Infusion Device
Committee (U.S.
sub-TAG for IEC 62D,
MT 23 & ISO TC 150,
SC 6, WG 4)

Il, Infant Incubator
Committee (U.S.
sub-TAG for IEC 62D,
MT 21)

ISO TC 121/SC 03/JWG
06

IT, Information
Technology Networks
Incorporating Medical
Devices

WG 12, Luminaires
sub-TAG

WG 13, Lens removal
and vitrectomy devices
for ophthalmic surgery
sub-TAG

WG 01, Enteral
administration sets
connector

Joint IEC TC/SC 62A -
ISO TC 121/SC3/IWG
06: Medical electrical
equipment and medical
electrical systems used
in home care
applications

General Hospital /
General Plastic
Surgery

Ophthalmics

General

General

General Hospital /
General Plastic
Surgery

OB-GYN/
Gastroenterology

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General

Software /
Informatics

PRIMARY:
Shi, Dexiu (P) CDRH
ODE

ALTERNATE:

Rivi, Diana (A) CDRH
OSB

PRIMARY:

Weick Brady, Mary
(P) CDRH OSB

ALTERNATE:
Herman, Carol (A)
CDRH OSEL
PRIMARY:

Kaye, Ronald (P)
CDRH ODE

ALTERNATE:

Chen, Long (A) CDRH
ODE

PRIMARY:

Horbowyj, Roxolana
(P) CDRH ODE

PRIMARY:
Woo, Eileen (P)
CDRH OSB

ALTERNATE:
Jetley, Raoul (A)
CDRH OSEL
PRIMARY:
Stevens, Alan (P)
CDRH ODE

ALTERNATE:
Burdick, William (A)
CDRH ODE
PRIMARY:
Pressly, Nancy (P)
CDRH OSB

PRIMARY:
Weick Brady, Mary
(P) CDRH OSB

ALTERNATE:
Fitzgerald, Brian (A)
CDRH OSEL
PRIMARY:
Herman, Carol (P)
CDRH OSEL
PRIMARY:

Reed, Terrie (P)
CDRH OSB

1/10/2011 11:07 AM



7 of 56

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

MC, Mechanical
Circulatory Support
Device Evaluation -
Preclinical testing

MC, Mechanical
Circulatory Support
Systems Committee

MP, Multi-parameter
Patient Monitoring
Equipment Committee

NS, Neurosurgery
Committee

NS, Neurosurgery
Committee

NS, Neurosurgery
Committee

NS, Neurosurgery
Committee

PB, Protective Barriers
Committee

PC, Cardiac Rhythm
Management Device
Committee

PC, Cardiac Rhythm
Management Device
Committee

QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices

QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices

XXXXXXXXXXXX doesn't
exist XHXXXXXXXX

WG 01, ICP device WG

WG 02, Implantable
neurostimulator

WG 03,
Transcutaneous
electrical stimulator

WG 01, Application of
quality systems to
medical devices

WG 02, General
aspects stemming from

Cardiology

Cardiology

General

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /

Neuro

General Hospital /
General Plastic
Surgery

Cardiology

Cardiology

General

the application of quality General

principles to medical
devices

PRIMARY:

Chen, Eric (P) CDRH
ODE

PRIMARY:
Patel-raman, Sonna
(P) CDRH ODE

PRIMARY:

Berman, Michael (P)
CDRH OSEL
ALTERNATE:
Rinaldi, Jean (A)
CDRH OSEL

ALTERNATE:
Krauthamer, Victor (A)
CDRH OSEL

PRIMARY:
De Luca, Robert (P)
CDRH ODE

PRIMARY':
De Luca, Robert (P)
CDRH ODE

PRIMARY:
Cunningham, Terrell
(P) CDRH ODE
ALTERNATE:
Murphey, Sheila (A)
CDRH ODE

PRIMARY:

Fellman, Mark (P)
CDRH ODE
ALTERNATE:
Nagaraja, Srinidhi (A)
CDRH OSEL

TECH EXPERT:
Walsh, Donna (T)
CDRH OSEL

ALTERNATE:
Seidman, Seth (A)
CDRH OSEL
PRIMARY:

Shein, Mitchell (P)
CDRH ODE

PRIMARY:
Trautman, Kimberly
(P) CDRH OC
ALTERNATE:
Welch, Jan (A) CDRH
ocC

PRIMARY:
Elder, lleana (P)
CDRH OIVD
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AAMI

AAMI

AAMI

AAMI

AAMI
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QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices

QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices

QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices

QM, Quality
Management and
Corresponding General
Aspects for Medical
Devices (US TAG for
ISO/TC 210)

RD, Renal Disease and
Detoxification Committee
(U.S. sub-TAG for IEC
62D

SP,
Sphygmomanometer
Committee

ST, Sterilization
Standards Committee

ST, Sterilization

Standards Committee

ST, Sterilization
Standards Committee

Executive Board

WG 03, Symbols and

nomenclature for General
medical devices

WG 04, Application of

risk management to General

medical devices

WGS5, Small Bore

Connectors for liquids

and gases in healthcare | General
applications (US Tag to

ISO TC210 JWG4)

General

OB-GYN/
Gastroenterology

Cardiology
U.S. TAG for ISO -
TC198 Sterility
WG 01, Industrial EO -
I Sterility
sterilization
WG 02, Radiation Sterility

sterilization

PRIMARY:
Herman, Carol (P)
CDRH OSEL

ALTERNATE:
Brown Smith,
Kimberly (A) CDRH
ocC

ALTERNATE:
Burns, Melissa (A)
CDRH OC
PRIMARY:
Midgette, William (P)
CDRH OSEL
ALTERNATE:
Torres, Melissa (A)
CDRH OC

PRIMARY:
Colburn, Scott (P)
CDRH OSEL
ALTERNATE:
Crowley, John (A)
CDRH OSB
PRIMARY:

Zimliki, Charles (P)
CDRH ODE

PRIMARY:
Herman, Carol (P)
CDRH OSEL
ALTERNATE:
Trautman, Kimberly
(A) CDRH OC

PRIMARY:
Gonzalez, Gema (P)
CDRH ODE

PRIMARY:
Ho, Charles (P)
CDRH ODE

PRIMARY
Hitchins, Victoria (P)
CDRH OSEL

ALTERNATE:
Kuchinski, John (A)
CDRH OC
PRIMARY:

Turtil, Steven (P)
CDRH ODE

ALTERNATE:
Gwise, Thomas (A)
CDRH OSB
ALTERNATE:
Pillari, Brenda (A)
CDER OPS
PRIMARY:

Weixel, Patrick (P)
CDRH OC
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee
ST, Sterilization

Standards Committee

ST, Sterilization
Standards Committee

WG 03, Industrial moist
heat sterilization

WG 04, Biological
indicators

WG 05, Sterilization
terminology

WG 06, Chemical
indicators

WG 07, Packaging

WG 08, Microbiological
methods

WG 09, Aseptic
processing

WG 10, Liquid chemical
sterilization

WG 11, General criteria
for sterilization
processes

WG 12, Instructions for
reusable device
reprocessing

WG 13, Washer-
disinfectors

WG 40, Steam
sterilization hospital
practices

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
PRIMARY:

Riegel, Elizabeth (P)
CDRH OC

ALTERNATE:
Demitrius, Christophe
(A) ORA NE-FO

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Lappalainen, Sharon
(A) CDRH ODE

ALTERNATE:
Claverie, Elizabeth (A)
CFSAN OCD
PRIMARY:

Jayan, Geetha (P)
CDRH ODE

PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Turtil, Steven (A)
CDRH ODE

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Lappalainen, Sharon
(A) CDRH ODE

PRIMARY:

Arista, Thomas (P)
ORAORO
ALTERNATE:
Mayhall, Elaine (A)
CDRH ODE

PRIMARY:

Jayan, Geetha (P)
CDRH ODE
ALTERNATE:
Rodriguez, Allison (A)
ORA NE-FO

PRIMARY:
Turtil, Steven (P)
CDRH ODE

ALTERNATE:
Hitchins, Victoria (A)
CDRH OSEL

TECH EXPERT:
Murphey, Sheila (T)
CDRH ODE
PRIMARY

Riegel, Elizabeth (P)
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee
ST, Sterilization

Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee

WG 42, Dry heat
sterilization

WG 43, Hospital steam

sterilizer

WG 60, EO Sterilization

hospital practices

WG 61, Chemical
sterilants hospital
practices

WG 62, Hospital EO
sterilizer

WG 63, Sterilization
residuals

WG 83, Reusable
surgical textiles
processing

WG 90, Microbiological

quality (SALs) of
processed medical
devices

WG 91, Resistometer

WG 92, Process
challenge devices

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

CDRH OC

PRIMARY:
Mayhall, Elaine (P)
CDRH ODE
ALTERNATE:
Perez, Cesar (A)
CDRH OC

ALTERNATE:
Murphey, Sheila (A)
CDRH ODE
PRIMARY:

Riegel, Elizabeth (P)
CDRH OC

ALTERNATE:
Demitrius, Christophe
(A) ORA NE-FO
PRIMARY:

Turtil, Steven (P)
CDRH ODE

PRIMARY
Turtil, Steven (P)
CDRH ODE

PRIMARY

Lucas, Anne (P)
CDRH OSEL
ALTERNATE:
Panguluri, Ramesh
(A) CDRH ODE

PRIMARY:
Lappalainen, Sharon
(P) CDRH ODE
ALTERNATE:
Murphey, Sheila (A)
CDRH ODE

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Lappalainen, Sharon
(A) CDRH ODE
ALTERNATE:
Pillari, Brenda (A)
CDER OPS

PRIMARY:
Demitrius, Christophe
(P) ORA NE-FO
ALTERNATE:
Mayhall, Elaine (A)
CDRH ODE

PRIMARY:

Jayan, Geetha (P)
CDRH ODE
ALTERNATE:
Panguluri, Ramesh
(A) CDRH ODE
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AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

AAMI

ST, Sterilization
Standards Committee

ST, Sterilization
Standards Committee
ST, Sterilization

Standards Committee

ST, Sterilization
Standards Committee

SW, Medical Device
Software Committee

SW, Medical Device
Software Committee

SW, Medical Device
Software Committee

Standards Board

TS, Tissue Product
Safety Committee

TS, Tissue Product
Safety Committee

Executive Board

US TAG for
ISO/TC194/SC1

WG 93, Cleaning of
reusable medical
devices

WG 94, Rigid
sterilization container
systems

WG 95, Water quality
for reprocessing
medical devices

WG 96, Compatibility of
materials subject to
sterilization

TF - Publish TIR for
agile software
development methods

WG 04, TSE
Elimination

Sterility

Sterility

Sterility

Sterility

Software /
Informatics

Software /
Informatics

Software /
Informatics

General (Policy)

Tissue
Engineering

Tissue
Engineering

PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Turtil, Steven (A)
CDRH ODE

PRIMARY:
Jayan, Geetha (P)
CDRH ODE

ALTERNATE:
Chan, Henry (A)
CDRH OCER

PRIMARY:

Lucas, Anne (P)
CDRH OSEL
ALTERNATE:
Ohara, Michael (A)
CDRH OSEL

PRIMARY:
Murray, John (P)
CDRH OC

TECH EXPERT:
Fitzgerald, Brian (T)
CDRH OSEL
PRIMARY:

Murray, John (P)
CDRH OC

TECH EXPERT:
Weitershausen,
Joanna (T) CDRH OC

TECH EXPERT:
Chapman, Richard (T)
CDRH ODE
PRIMARY:

Murray, John (P)
CDRH OC
PRIMARY':

Patel, Bakul (P)
CDRH OCD

PRIMARY:
Herman, Carol (P)
CDRH OSEL

PRIMARY:

Asher, David (P)
CBER OBRR
ALTERNATE:
Mcnamee, Scott (A)
CDRH OC

ALTERNATE:
Asher, David (A)
CBER OBRR
ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
ALTERNATE:

Lee, Mark (A) CBER
OCTGT
PRIMARY:
Mcnamee, Scott (P)
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AAMI

AAMI

AAMI

AAMI

AAPM

AAPM

AAPM

AAPM
AAPM
AAPM
AAPM

ADA

AM

AlUM

VP, Vascular Prostheses
Committee

VP, Vascular Prostheses
Committee

Vascular Resorbable
Implants

WV, Waveform Testing

Committee

Professional Council

Science Council

Science Council

Science Council
Science Council
Science Council

Science Council

test entry

US TAG for ISO/IEC
JTC1 SC31 committee

AIUM/NEMA Joint
Committee

WG1 Vascular
device/Drug
combination products

Government and
Regulatory Affairs

Calibration Laboratory
Accreditation
Subcommittee

TG 51 Calibration of
non-compliant beams

Calibration Laboratory
Accreditation
Subcommittee

Diagnostic X-Ray Imaging
Magnetic Resonance
Radiation Protection

Therapy Imaging

Output Standards
Subcommittee (OSS)

Cardiology

Cardiology

Materials

Radiology

Radiology

Radiology

Radiology

Radiology
Radiology
Radiology
Radiology

Dental / ENT /
Neuro

General

Radiology

CDRH OC

ALTERNATE:
Abel, Dorothy (A)
CDRH ODE
PRIMARY:

Goode, Jennifer (P)
CDRH ODE

PRIMARY:

Abel, Dorothy (P)
CDRH ODE
ALTERNATE:
Goode, Jennifer (A)
CDRH ODE
TECH EXPERT:
Morales, Jose (T)
CDRH ODE
TECH EXPERT:
Morrison, Tina (T)
CDRH ODE

ALTERNATE:
Dreher, Maureen (A)
CDRH OSEL
PRIMARY:

Takai, Erica (P)
CDRH ODE

PRIMARY:
Weininger, Sandy (P)
CDRH OSEL

PRIMARY:
Walker, Mary (P)
CDRH OSEL

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY:
Seidman, Seth (P)
CDRH OSEL

PRIMARY:

Harris, Gerald (P)
CDRH OSEL
ALTERNATE:
Maruvada, Subha (A)
CDRH OSEL
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AlUM

AlUM

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

Bioeffects Committee

Technical Standards
Committee

ADA Standards
Committee on Dental
Products (ADA SCDP)
(U.S. TAG for ISO/TC
106)

ADA Standards
Committee on Dental
Products (ADA SCDP)
(U.S. TAG for ISO/TC
106)

Accreditation Committee

Accredited Standards
Committee C63 -
Electromagnetic
Compatibility (EMC)

Accredited Standards
Committee C63 -
Electromagnetic
Compatibility (EMC)

Accredited Standards
Committee C63 -
Electromagnetic
Compatibility (EMC)

Accredited Standards
Committee C63 -
Electromagnetic
Compatibility (EMC)

Accredited Standards
Committee C63 -
Electromagnetic
Compatibility (EMC)

Accredited Standards
Committee on
Bioacoustics S3

SC 01 Techniques and
Development

SC 05 Immunity Testing
and Measurements

SC 08 Medical Device
EMC Test Methods

SC 08 Medical Device
EMC Test Methods

JWG 01 Biological
evaluation

WG 01 Medical Device
Ad Hoc EMC Test

WG 03 Hearing Aid
Compatibility C63.19

WG 36 Speech
Intelligibility

Radiology

Radiology

Dental / ENT /
Neuro

Dental / ENT /
Neuro

General (Policy)

General

General

General

Dental / ENT /
Neuro

General

Dental / ENT /
Neuro

PRIMARY:
Vaezy, Shahram (P)
CDRH OIVD

PRIMARY:
Wear, Keith (P)
CDRH OSEL

ALTERNATE:
Ryan, Michael (A)
CDRH ODE
PRIMARY:
Steen, Andrew (P)
CDRH ODE

ALTERNATE:
Mulry, Kevin (A)
CDRH ODE
PRIMARY:

Ryan, Michael (P)
CDRH ODE

ALTERNATE:
Murray, John (A)
CDRH OC

PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

ALTERNATE:
Silberberg, Jeffrey (A)
CDRH OSEL
PRIMARY:

Witters, Donald (P)
CDRH OSEL

TECH EXPERT:
Beard, Brian (T)
CDRH OSEL
PRIMARY:
Nandkumar, Srinivas
(P) CDRH ODE
ALTERNATE:

Peng, Shu-chen (A)
CDRH ODE

PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:
Peng, Shu-chen (P)
CDRH ODE
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ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI
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Accredited Standards
Committee on
Bioacoustics S3

Accredited Standards
Committee on
Bioacoustics S3

Accredited Standards
Committee on
Bioacoustics S3

Accredited Standards
committee on
Bioacoustics S3

Accredited Standards
committee on
Bioacoustics S3

B 11.21 Laser Safety for
Machine Tools

Board Committee on
Conformity Assessment
(BCCA)

Board of Directors
Executive Standards
Council

Government Member
Council

Healthcare Information
Technology Standards
Panel

ISO Council (AIC)

IT2 Image Evaluation

International Conformity
Assessment Committee
(ICAC)

Medical Device
Standards Board
(MDSB)

IT2-31 X-Ray Image

WG 37 Coupler
Calibration of
Earphones

WG 48 Hearing Aids

WG 80 Probe Tube
Measurements of
Hearing Aid
Performance

WG 81 Hearing
Assistance
Technologies

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Radiology

General (Policy)

General (Policy)

General (Policy)

General (Policy)

Software /
Informatics

General (Policy)

Radiology

General (Policy)

General (Policy)

ALTERNATE:

Kane, James (A)
CDRH ODE
PRIMARY:
Nandkumar, Srinivas
(P) CDRH ODE

ALTERNATE:
Kane, James (A)
CDRH ODE
PRIMARY:

Peng, Shu-chen (P)
CDRH ODE

PRIMARY:

Kane, James (P)
CDRH ODE
ALTERNATE:
Peng, Shu-chen (A)
CDRH ODE

PRIMARY:

Kane, James (P)
CDRH ODE
ALTERNATE:
Peng, Shu-chen (A)
CDRH ODE

PRIMARY

Kane, James (P)
CDRH ODE
ALTERNATE:
Peng, Shu-chen (A)
CDRH ODE

PRIMARY:
Hewett, Daniel (P)
CDRH OCER

PRIMARY:
Herman, Carol (P)
CDRH OSEL

PRIMARY:
Witters, Donald (P)
CDRH OSEL

PRIMARY:
Herman, Carol (P)
CDRH OSEL

PRIMARY:
Mourad, Walid (P)
CDRH OCER
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ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

N 43 Radiation
protection from
equipment for
nonmedical radiation
applications

N 43 Radiation
protection from
equipment for
nonmedical radiation
applications

N 43 Radiation
protection from
equipment for
nonmedical radiation
applications

N 44 Equipment and
Materials for Medical
Radiation Applications

U.S. National Committee
to IEC

Z 080 Ophthalmic

Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

N 43.16 Radiation Safety
Standard for X-Ray and
Gamma Radiation
Security Non-Intrusive
Inspection Systems

N 43.17 Radiation Safety
for Personnel Security
Screening Systems Using
IR

Subcommittee 1
Prescription Spectacle
Lenses

Subcommittee 2
Sunglasses & Fashion
Eyewear

Subcommittee 3
Spectacle Frames

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

WG 1 Spectacle Lenses
Z80.1 (active)

WG 1 Sunglasses
780.3 (active)

WG 1 Frames Z80.5
(active)

WG 1 Intraocular
Lenses Z80.7 (active)

WG 2 Laser Systems
Z780.11 (inactive)

WG 3 Multifocal IOLS
Z80.12 (inactive)

Radiology

Radiology

Radiology

Radiology

General (Policy)

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

ALTERNATE:
Doyle, Robert (A)
CDRH OCER
PRIMARY:
Kassiday, Daniel F H
(P) CDRH OCER

ALTERNATE:
Doyle, Robert (A)
CDRH OCER
PRIMARY:
Kassiday, Daniel F H
(P) CDRH OCER

ALTERNATE:
Doyle, Robert (A)
CDRH OCER
PRIMARY:
Kassiday, Daniel F H
(P) CDRH OCER

PRIMARY:
Basu, Sankar (P)
CDRH ODE

PRIMARY:
Fitzgerald, Brian (P)
CDRH OSEL

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

ALTERNATE:
Alexander, Kesia (A)
CDRH ODE
PRIMARY:
Calogero, Don (P)
CDRH ODE

ALTERNATE:
Berman, Sheryl (A)
CDRH ODE
ALTERNATE:
Drum, Bruce (A)
CDRH ODE
PRIMARY:
Eydelman, Malvina
(P) CDRH ODE

ALTERNATE:
Berman, Sheryl (A)
CDRH ODE
PRIMARY:
Calogero, Don (P)
CDRH ODE
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ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic

Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical

Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 4 Medical
Ophthalmic Devices

Subcommittee 5 Low
Vision Devices

Subcommittee 6
Ophthalmic Instruments

WG 4 Phakic IOLS
Z80.13 (inactive)

WG 6 Operating
Microscopes Z80.15
(inactive)

WG 7 Endoilluminators
Z80.19 (inactive)

WG 8 Glaucoma Shunts
Z80.27 (active)

WG 9 Accomodative
IOLS Z80.29 (active)

WG10 Toric IOLS
780.30 (inactive)

WG 1 Low Vision
Devices Z80.9 (inactive)

WG 1 Tonometers
Z80.10 (active)

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

PRIMARY:
Calogero, Don (P)
CDRH ODE
ALTERNATE:
Eydelman, Malvina
(A) CDRH ODE
ALTERNATE:
Hilmantel, Gene (A)
CDRH ODE

TECH EXPERT:
Miller, Sharon (T)
CDRH OSEL
PRIMARY:

Shi, Dexiu (P) CDRH
ODE

PRIMARY:
Miller, Sharon (P)
CDRH OSEL

PRIMARY:
Alexander, Kesia (P)
CDRH ODE

TECH EXPERT:
Cunningham, Bradley
(T) CDRH ODE
TECH EXPERT:
Rorer, Eva (T) CDRH
ODE

TECH EXPERT:
Alexander, Kesia (T)
CDRH ODE
ALTERNATE:
Berman, Sheryl (A)
CDRH ODE

TECH EXPERT:
Calogero, Don (T)
CDRH ODE

TECH EXPERT:
Drum, Bruce (T)
CDRH ODE
PRIMARY:
Hilmantel, Gene (P)
CDRH ODE

ALTERNATE:
Berman, Sheryl (A)
CDRH ODE
PRIMARY:
Calogero, Don (P)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE

PRIMARY:
Lepri, Bernard (P)
CDRH ODE

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:

Drum, Bruce (P)
CDRH ODE
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ANSI

ANSI

ANSI

ANSI

ANSI

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Subcommittee 6
Ophthalmic Instruments

Subcommittee 6
Ophthalmic Instruments

Subcommittee 6
Ophthalmic Instruments

Subcommittee 6
Ophthalmic Instruments

Subcommittee 7 Contact
Lenses

WG 2 Visual Acuity

Charts Z80.21 (active) Ophthalmics

WG 3 Corneal
Topography Z80.23 Ophthalmics
(active)

WG 4 Focimeters

780.17 (active) Ophthalmics
WG 5 Method for

Reporting Optical .
Aberrations of Eyes Ophthalmics
780.28 (active)

WG 1 Contact Lenses Ophthalmics

Z80.20 (active)

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:

Drum, Bruce (P)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:

Drum, Bruce (P)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:

Drum, Bruce (P)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:

Drum, Bruce (P)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

TECH EXPERT:
Ghosh, Chandramal
(T) CDRH ODE
ALTERNATE:
Hilmantel, Gene (A)
CDRH ODE

TECH EXPERT:
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ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 080 Ophthalmic
Standards

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Subcommittee 7 Contact
Lenses

Subcommittee 8
Information Interchange

Subcommittee 8
Information Interchange

Subcommittee 8
Information Interchange

Z 136/SSC-01 Safe Use
of Lasers

Z 136/SSC-02 Safe Use
of Lasers in
Telecommunications

WG 2 Contact Lens
Care Products Z280.18
(active)

WG 1 Information
Interchange for
Instruments Z80.26
(active)

WG 2 Fundamental
Standards Z80.25
(active)

WG 3 Information
Interchange for
Equipment Z80.24
(active)

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Radiology

Radiology

Hutter, Joseph (T)
CDRH ODE
TECH EXPERT:
Lepri, Bernard (T)
CDRH ODE
TECH EXPERT:
Robboy, Marc (T)
CDRH ODE
TECH EXPERT:
Saviola, James (T)
CDRH ODE
TECH EXPERT:
Smith, Myra (T)
CDRH ODE

ALTERNATE:
Hilmantel, Gene (A)
CDRH ODE
TECH EXPERT:
Hutter, Joseph (T)
CDRH ODE
TECH EXPERT:
Lepri, Bernard (T)
CDRH ODE
TECH EXPERT:
Robboy, Marc (T)
CDRH ODE
TECH EXPERT:
Saviola, James (T)
CDRH ODE
TECH EXPERT:
Smith, Myra (T)
CDRH ODE

PRIMARY:
Calogero, Don (P)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL

PRIMARY:

Felten, Richard (P)
CDRH ODE
ALTERNATE:
Hewett, Daniel (A)
CDRH OCER

ALTERNATE:
Felten, Richard (A)
CDRH ODE
PRIMARY:
Strzelecki,
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ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

ANSI

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136 Safe Use of
Lasers Committee

Z 136/SSC-03 Laser
Safety in Health Care
Facilities

Z 136/SSC-04 Laser
Measurements

Z 136/SSC-05 Laser
Safety in Educational
Facilities

Z 136/SSC-06 Outdoor
Lasers

Z 136/SSC-07 Laser Eye
Protection and Barriers

Z 136/SSC-08 Laser
Safety in Research and
Testing Facilities

Z 136/SSC-09 Laser
Safety in Manufacturing
Facilities

Z 136/SSC-10 Laser
Safety in Entertainment,
Displays and Exhibitions

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Wilodzimierz (P)
CDRH OCER

ALTERNATE:
Chen, Kejing (A)
CDRH ODE
PRIMARY:

Felten, Richard (P)
CDRH ODE

ALTERNATE:
Felten, Richard (A)
CDRH ODE
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:

Chen, Kejing (P)
CDRH ODE
ALTERNATE:
Felten, Richard (A)
CDRH ODE

PRIMARY:

Felten, Richard (P)
CDRH ODE
ALTERNATE:
Smith, L Dale (A)
CDRH OCER

ALTERNATE:
Felten, Richard (A)
CDRH ODE
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

ALTERNATE:
Felten, Richard (A)
CDRH ODE
PRIMARY:
Hewett, Daniel (P)
CDRH OCER

ALTERNATE:
Felten, Richard (A)
CDRH ODE
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:

Felten, Richard (P)
CDRH ODE
ALTERNATE:
Smith, L Dale (A)
CDRH OCER

PRIMARY:

Felten, Richard (P)
CDRH ODE
ALTERNATE:
James, Robert (A)
CDRH OSEL
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ANSI

ASME

ASME

ASQ

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

Z 311 Photobiological
Safety of Lamps and
Lighting Systems
Subcommittee

Pressure Vessel for
Human Occupancy
(PVHO) Committee

V&V 40 - Verification
and Validation in
Computational Methods
for Medical Devices

Z1 Applications of
Statistical Methods in
Process Management

Board Committee on
Standards (COS)

Board of Directors

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

Subcommittee on Medical
Hyperbaric Chambers

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40.01 Condoms
TG

D11.40.02 Glove
Abrasion TG

D11.40.03 Glove
Expiration Dating
Guidance TG

D11.40.04 ELISATG

D11.40.06 Latex
Chemical Sensitivity TG

D11.40.08 EMATG

D11.40.09
Chemotherapy Gloves
TG

Radiology

Anesthesia

General

General

General (Policy)

General (Policy)

OB-GYN/
Gastroenterology

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

ALTERNATE:
Beers, Everette (A)
CDRH ODE
PRIMARY:

Miller, Sharon (P)
CDRH OCER

PRIMARY:

Foreman, Christy (P)
CDRH ODE
ALTERNATE:
Weitershausen,
Joanna (A) CDRH OC

PRIMARY:
Hariharan, Prasanna
(P) CDRH OSEL
ALTERNATE:
Morrison, Tina (A)
CDRH ODE

PRIMARY:
Tang, Rong (P)
CDRH OSB

PRIMARY:
Goode, John (P)
CDRH ODE

ALTERNATE:
Cunningham, Terrell
(A) CDRH ODE
PRIMARY:

Walsh, Donna (P)
CDRH OSEL

PRIMARY:
Walsh, Donna (P)
CDRH OSEL

ALTERNATE:
Dalal, Rakhi (A)
CDRH ODE
PRIMARY:
Lucas, Anne (P)
CDRH OSEL

ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
PRIMARY:
Lucas, Anne (P)
CDRH OSEL

ALTERNATE:

Lucas, Anne (A)
CDRH OSEL
PRIMARY:
Stratmeyer, Melvin (P)
CDRH OSEL

PRIMARY::
Cunningham, Terrell
(P) CDRH ODE
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

D11 Rubber

E10 Nuclear
Technology and
Applications

E20 Temperature
Measurement

E31 Healthcare
Informatics

E31 Healthcare
Informatics

E35 Pesticides and
Alternative Control
Agents

E48 Biotechnology

E56 Nanotechnology

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.40 Consumer Rubber
Products

D11.57 (US TG to ISO
TC157)

E10.01 Dosimetry for
Radiation Processing

E20.08 Medical
Thermometry

E31.13 Clinical

Laboratory Information
Management

E35.15

E56.01 Informatics and
Terminology

D11.40.10 Medical
Glove Selection Guide
TG

D11.40.12 Medical
Glove TG

D11.40.14 Radiation

Attenuation Medical
Glove TG

D11.40.18 Detection of
Holes in Medical Gloves

D11.40.19 Antimicrobial
Medical Gloves TG

D11.40.20 Guayule
Antigenic Protein TG

WK19887 & WK19888

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

OB-GYN/
Gastroenterology

Sterility

General Hospital /
General Plastic
Surgery

Software /
Informatics

Software /
Informatics

General Hospital /
General Plastic
Surgery

IVD

Nanotechnology

PRIMARY:
Cunningham, Terrell
(P) CDRH ODE

PRIMARY:
Walsh, Donna (P)
CDRH OSEL

PRIMARY
Cunningham, Terrell
(P) CDRH ODE

ALTERNATE:
Chaput, Maria (A)
ORA NE-FO
PRIMARY:
Cunningham, Terrell
(P) CDRH ODE

PRIMARY:
Lucas, Anne (P)
CDRH OSEL

ALTERNATE:
Cunningham, Terrell
(A) CDRH ODE
PRIMARY:

Walsh, Donna (P)
CDRH OSEL

PRIMARY:
Pollard, Colin (P)
CDRH ODE

ALTERNATE:
Morehouse, Kim (A)
CFSAN ORS
PRIMARY:

Weixel, Patrick (P)
CDRH OC

PRIMARY:
Burdick, William (P)
CDRH ODE

ALTERNATE:
Gutierrez, Alberto (A)
CDRH OIVD

ALTERNATE:
Cunningham, Terrell
(A) CDRH ODE
PRIMARY:
Panguluri, Ramesh
(P) CDRH ODE

PRIMARY:
Rasooly, Avraham (P)
CFSAN OPDFB

PRIMARY
Dalal, Rakhi (P)
CDRH ODE
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

E56 Nanotechnology

E56 Nanotechnology

E56 Nanotechnology

F 29 Anesthetic and

Respiratory Equipment

FO2 Flexible Barrier
Materials

FO2 Flexible Barrier
Materials

FO04 Medical and
Surgical Materials and
Devices

FO4 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO4 Medical and
Surgical Materials and
Devices

E56.02 Characterization:

Physical, Chemical, and
Toxicological Properties

E56.03 Environment,
Health, and Safety

F29.90 Executive

F02.60 Medical
Packaging

F04.11 Polymeric
Materials

F04.11 Polymeric
Materials

F04.11 Polymeric
Materials

F04.11 Polymeric
Materials

F04.11.04 Poly-L-Lactic
Acid (PLLA)

F04.11.06 Bioabsorable
Polymer-Degradation
Test Methods

F04.11.07 Rev F 451
Acrylic Bone Cement

F04.11.08 Revision of
F648 UHMWPE

Nanotechnology

Nanotechnology

Nanotechnology

Anesthesia
(Policy)

Sterility

Sterility

Materials

Materials

Orthopaedics /
Physical Medicine

Materials

ALTERNATE:
Ranamukhaarachchi,
Dayawansa (A) CDRH
OCD

ALTERNATE:
Dair, Benita (A)
CDRH OSEL
PRIMARY:
Goering, Peter (P)
CDRH OSEL

ALTERNATE:
Kagan, Carolina (A)
CDRH OIVD
PRIMARY:

Ngatha, George (P)
CDRH OC

PRIMARY

Dalal, Rakhi (P)
CDRH ODE
ALTERNATE:
Goering, Peter (A)
CDRH OSEL

ALTERNATE:
Turtil, Steven (A)
CDRH ODE
PRIMARY:
Weixel, Patrick (P)
CDRH OC

ALTERNATE:
Das, Srilekha (A)
CDRH OSEL
PRIMARY:
Weixel, Patrick (P)
CDRH OC

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Goode, John (A)
CDRH ODE

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Goode, John (A)
CDRH ODE

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Goode, John (A)
CDRH ODE

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Goode, John (A)
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04.11 Polymeric
Materials

F04.12 Metallurgical
Materials

F04.13 Ceramic Materials

F04.13 Ceramic Materials

F04.13 Ceramic Materials

F04.15 Material Test
Methods

F04.15 Material Test
Methods

F04.15 Material Test
Methods

F04.16 Biocompatibility
Test Methods

F04.16 Biocompatibility
Test Methods

F04.16 Biocompatibility
Test Methods

F04.13.04 Rev F
603-Polycrystalline
Alumina

F04.13.05 CPC
Crystalline
Characterization

F04.15.08 Abrasion of
Coatings

F04.15.11 MR
Standards

F04.16.01 Biological
Response to Particle
Debris

F04.16.05 Recovery of
Foreign Particles from
Tissue

F04.16.08
Immunological Testing

Materials

Materials

Materials

Materials

Materials

Materials

Materials

Materials

Biocompatibility

Biocompatibility

Biocompatibility

CDRH ODE

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Goode, John (A)
CDRH ODE

ALTERNATE:
Clupper, Daniel (A)
CDRH ODE
PRIMARY:

Saylor, David (P)
CDRH OSEL

PRIMARY:
Allen, Peter (P) CDRH
ODE

PRIMARY:
Allen, Peter (P) CDRH
ODE

PRIMARY:

Allen, Peter (P) CDRH
ODE

ALTERNATE:

Keith, Erin (A) CDRH
ocC

PRIMARY:
Allen, Peter (P) CDRH
ODE

ALTERNATE:
Kainz, Wolfgang (A)
CDRH OSEL
PRIMARY:

Woods, Terry (P)
CDRH OSEL

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Woods, Terry (P)
CDRH OSEL

ALTERNATE:
Dalal, Rakhi (A)
CDRH ODE
PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL

ALTERNATE:
Clupper, Daniel (A)
CDRH ODE
PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL

PRIMARY:

Ghosh,
Chandramallika (P)
CDRH ODE
ALTERNATE:
Toy, Jeffrey (A)
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO4 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04.16 Biocompatibility
Test Methods

F04.18 Device Retrieval
Analysis

F04.21 Osteosynthesis

F04.21 Osteosynthesis

F04.21 Osteosynthesis

F04.21 Osteosynthesis

F04.21 Osteosynthesis

F04.22 Arthroplasty

F04.22 Arthroplasty

F04.22 Arthroplasty

F04.21.01 Bone Screws

F04.21.05 Bone Staples

F04.21.06 Fixation Wire
and Cable

F04.21.11 Bone Plates

F04.22.01 Modular
Tibial Stem Test
Method

F04.22.09 Femoral
Stem Test Method

F04.22.10 Hip Wear

Biocompatibility

Materials

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

CDRH ODE

PRIMARY:

Fu, Xin (P) CDRH
ODE
ALTERNATE:
Nielsen, Joseph (A)
CDRH ODE

TECH EXPERT:
Nielsen, Joseph (T)
CDRH ODE

PRIMARY:
Keith, Erin (P) CDRH
ocC

PRIMARY':

Jean, Ronald (P)
CDRH ODE
ALTERNATE:
Peck, Jonathan (A)
CDRH ODE

PRIMARY:

Jean, Ronald (P)
CDRH ODE
ALTERNATE:
Peck, Jonathan (A)
CDRH ODE

PRIMARY:

Jean, Ronald (P)
CDRH ODE
ALTERNATE:
Peck, Jonathan (A)
CDRH ODE

PRIMARY:

Jean, Ronald (P)
CDRH ODE
ALTERNATE:
Peck, Jonathan (A)
CDRH ODE

ALTERNATE:
De Del Castillo,
Sergio (A) CDRH
ODE

PRIMARY:
Jean, Ronald (P)
CDRH ODE

PRIMARY
Goode, John (P)
CDRH ODE

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Goode, John (P)
CDRH ODE

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Goode, John (P)
CDRH ODE
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04.22 Arthroplasty

F04.22 Arthroplasty

F04.25 Spinal Devices

F04.25 Spinal Devices

F04.25 Spinal Devices

F04.25 Spinal Devices

F04.25 Spinal Devices

F04.30 Cardiovascular
Standards

F04.30 Cardiovascular

Standards

F04.32 Plastic and
Reconstructive Surgery

F04.22.14 Total Knee
Specification

F04.25.01 Spinal
Terminology

F04.25.02 Component
Testing

F04.25.03 Spinal
Component -
Component Interfaces

F04.25.04 Spinal
Constructs

F04.30.06 Interventional
Cardiology

F04.32.01 Mammary
Implants

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Cardiology

Cardiology

General Hospital /
General Plastic
Surgery

PRIMARY:

Allen, Peter (P) CDRH
ODE

ALTERNATE:

Goode, John (A)
CDRH ODE

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Goode, John (P)
CDRH ODE

PRIMARY
Peck, Jonathan (P)
CDRH ODE

ALTERNATE:

De Del Castillo,
Sergio (A) CDRH
ODE

PRIMARY:

Peck, Jonathan (P)
CDRH ODE

ALTERNATE:
Bechtold, Stephanie
(A) CDRH ODE
ALTERNATE:
Nagaraja, Srinidhi (A)
CDRH OSEL
PRIMARY:

Peck, Jonathan (P)
CDRH ODE

ALTERNATE:
Bechtold, Stephanie
(A) CDRH ODE
ALTERNATE:
Nagaraja, Srinidhi (A)
CDRH OSEL
PRIMARY:

Peck, Jonathan (P)
CDRH ODE

ALTERNATE:
Melkerson, Mark (A)
CDRH ODE
PRIMARY:

Peck, Jonathan (P)
CDRH ODE

ALTERNATE:

Agler, Heather (A)
CDRH ODE
PRIMARY:
Cavanaugh, Kenneth
(P) CDRH ODE

PRIMARY:
Rinaldi, Jean (P)
CDRH OSEL

PRIMARY
Luu, Hoan My (P)
CDRH OSEL
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F04 Medical and
Surgical Materials and
Devices

FO04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO4 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04.32 Plastic and
Reconstructive Surgery

F04.33 Medical/Surgical
Instruments

F04.34 Urological
Materials and Devices

F04.35 Gl Applications

F04.37 Implantable
Hearing Devices

F04.38 Computer
Assisted Orthopaedic
Surgical Systems

F04.41 Classification and
Terminology for TEMPs

F04.42 Biomaterials and
Biomolecules for TEMPs

F04.43 Cells and Tissue
Engineered Constructs for
TEMPs

F04.44 Assessment for
TEMPs

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

Dental / ENT /
Neuro

Orthopaedics /
Physical Medicine

Tissue
Engineering

Tissue
Engineering

Tissue
Engineering

Tissue
Engineering

ALTERNATE:
Ngatha, George (A)
CDRH ODE
PRIMARY:

Rhodes, Stephen (P)
CDRH ODE

PRIMARY
Chen, Long (P)
CDRH ODE

ALTERNATE:
Beardsley, Christina
(A) CDRH ODE
PRIMARY:
Nimmagadda, Venkat
Rao (P) CDRH ODE

PRIMARY:
Cornelius, Mary Joan
(P) CDRH ODE

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY:
Kane, James (P)
CDRH ODE

ALTERNATE:

Chen, Long (A) CDRH
ODE

PRIMARY:

Yen, Dwight (P)
CDRH ODE

ALTERNATE:
Ballica, Rabia (A)
CBER OCTGT
PRIMARY:

Moos, Malcolm (P)
CBER OCTGT

ALTERNATE:
Dalal, Rakhi (A)
CDRH ODE
PRIMARY:

Kaplan, David (P)
CDRH OSEL
TECH EXPERT:
Upton, Maureen (T)
CDRH OSEL

PRIMARY:

Durfor, Charles (P)
CDRH ODE
TECH EXPERT:
Mcfarland, Richard
(T) CBER OCTGT

ALTERNATE:

Kaiser, Aric (A) CDRH
ODE

PRIMARY:

Krause, David (P)
CDRH ODE
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

F04 Medical and
Surgical Materials and
Devices

FO4 Medical and
Surgical Materials and
Devices

F12 Security Systems
and Equipment

F23 Protective Clothing

F23 Protective Clothing

F29 Anesthetic and
Respiratory

Equipment(US TAG for

ISO TC121)

F04.45 Adventitious
Agents Safety

F04.46 Cell Signaling

F04.93 on US TAG

ISO/TC 150 - Implants for

Surgery

F04.93.03 Neurosurgical

Implants

F04.95 on US TAG

ISO/TC 168 - Prosthetics

and Orthotics

F12.60 Controlled Access

Security, Search and
Screening Equipment

F23.40 Biological

F23.40 Biological

F29.10 Anesthesia
Workstations

F12.63 Task Group on
Weapons Detection

F23.40.07 Surgical
Gowns Task Group

F29.10.01 Anesthesia
Gas Machines

Tissue
Engineering

Tissue
Engineering

Orthopaedics /
Physical Medicine

Cardiology

Orthopaedics /
Physical Medicine

General Hospital /
General Plastic
Surgery

Radiology

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

Anesthesia

PRIMARY:

Benton, Kimberly (P)
CBER OCTGT
ALTERNATE:

Toy, Jeffrey (A)
CDRH ODE

ALTERNATE:
Hursh, Deborah (A)
CBER OCTGT
PRIMARY:

Moos, Malcolm (P)
CBER OCTGT

ALTERNATE:
Goode, John (A)
CDRH ODE
PRIMARY:
Melkerson, Mark (P)
CDRH ODE

PRIMARY:
Rinaldi, Jean (P)
CDRH OSEL
ALTERNATE:
Woods, Terry (A)
CDRH OSEL

ALTERNATE:

Foy, Keith (A) OC
OER

PRIMARY
Melkerson, Mark (P)
CDRH ODE

ALTERNATE:
Casamento, Jon (A)
CDRH OSEL
PRIMARY:

Witters, Donald (P)
CDRH OSEL

PRIMARY:
Cunningham, Terrell
(P) CDRH ODE
ALTERNATE:
Murphey, Sheila (A)
CDRH ODE

TECH EXPERT:
Panguluri, Ramesh
(T) CDRH ODE

ALTERNATE:

De, Sugato (A) CDRH
ODE

PRIMARY:

Love, Kimberly (P)
CDRH OSB
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ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

ASTM

CIE

CLSI

CLSI

CLSI

CLSI

F29 Anesthetic and
Respiratory
Equipment(US TAG for
ISO TC121)

F29 Anesthetic and
Respiratory
Equipment(US TAG for
ISO TC121)

F29 Anesthetic and
Respiratory
Equipment(US TAG for
ISO TC121)

F29 Anesthetic and
Respiratory
Equipment(US TAG for
ISO TC121)

F29 Anesthetic and
Respiratory
Equipment(US TAG for
ISO TC121)

G03 Committee on
Weathering and
Durability

G04 Compatibility and
Sensitivity of Materials
in Oxygen Enriched
Atmospheres

International
Commission on

[lumination (CIE) Div. 6 -

Photobiology and
Photochemistry

Area Committee on
Automation and
Informatics

Area Committee on
Clinical Chemistry and
Toxicology

Area Committee on
Clinical Chemistry and
Toxicology

Area Committee on
Clinical Chemistry and
Toxicology

F29.11 Gas Monitors

F29.12 Airways,
Bronchoscopes and
Laryngoscopes

F29.14 Ventilators

F29.21 Devices in the
Intergrated Clinical
Environment

F29.91

Subcommittee on
Expression of Uncertainty
of Measurement in
Clinical Laboratory
Medicine

Subcommittee on
Protocols for
Establishment of Sample
Stability in Clinical
Chemistry and Toxicology

Subcommittee on Use of
Serum Indices
(Hemolysis, Icterus,
Turbidity) in the Clinical

F29.11.01
Capnographs and
Anesthetic Agent
Analyzers

TC 6-48: Typical
Minimal Erythema
Doses

Anesthesia

Anesthesia

Anesthesia

Anesthesia

Anesthesia

Materials

Anesthesia

Radiology

Software /
Informatics

IVD

IVD

IVD

PRIMARY:

Patel, Neel (P) CDRH
ODE

ALTERNATE:
Zimliki, Charles (A)
CDRH ODE

PRIMARY:

Choe, Melanie (P)
CDRH ODE
ALTERNATE:
Medicus, Jennifer (A)
CDRH OC

ALTERNATE:
Nguyen, Quynhnhu
(A) CDRH OSB
PRIMARY:
Weininger, Sandy (P)
CDRH OSEL

ALTERNATE:

Choe, Melanie (A)
CDRH ODE
PRIMARY:

Patel, Neel (P) CDRH
ODE

PRIMARY
Das, Srilekha (P)
CDRH OSEL

PRIMARY:
Foreman, Christy (P)
CDRH OC

PRIMARY:

Beer, Janusz (P)
CDRH OSEL
ALTERNATE:
Miller, Sharon (A)
CDRH OCER

ALTERNATE:
Callaghan, James (A)
CDRH OIVD

PRIMARY:
Pennello, Gene (P)
CDRH OSB

PRIMARY:
Moyer, Vicki (P)
CDRH OIVD

PRIMARY
Chan, Yung (P)
CDRH OIVD
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CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on

Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Area Committee on
Evaluation Protocols

Chemistry Laboratory

CLSI evaluation protocols
for verification and
validation of
perforamanceof IVD test
systems

Interference Testing in
Clinical Chemistry;
EP07-A3

Subcommitee on
Protocols for
Determination of Limits of
Detection and Limits of
Quantitation

Subcommittee on A
Framework for Evaluation
Protocols (EP19)

Subcommittee on
Assessment of Laboratory
Tests using ROC Plots

Subcommittee on
Evaluating Between
Reagent Lot Variation

Subcommittee on
Evaluation of Precision
Performance of
Quantitative Measurement
Methods

Subcommittee on
Linearity (EP6-A)

Subcommittee on Method
Comparison and Bias
Estimation Using Patient
Samples

Subcommittee on
Presentation of
Manufacturers Risk
Mitigation Information

Subcommittee on User
Defined QC Protocols for
in vitro Diagnostic
Devices

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

ALTERNATE:
O'keeffe, Elizabeth (A)
CDRH OIVD
PRIMARY:
Rheinheimer, Douglas
(P) CDRH OIVD

PRIMARY::
Kondratovich, Marina
(P) CDRH OSB
ALTERNATE:

Li, Li (A) CDRH OIVD

ALTERNATE:
Gwise, Thomas (A)
CDRH OSB
PRIMARY:

Song, Kyunghee (P)
CDRH OSB

ALTERNATE:

De, Arkendra (A)
CDRH OSB
PRIMARY:

Wei, Tena (P) CDRH
OIVD

PRIMARY::
Lababidi, Samir (P)
CDRH OSB

ALTERNATE:
Akselrod, Stefanie (A)
CDRH OIVD
PRIMARY:

Gwise, Thomas (P)
CDRH OSB

PRIMARY:
Li, Dai (P) CDRH
OIVD

ALTERNATE:

Li, Dai (A) CDRH
OIVD

PRIMARY:
Pinkos, Arleen (P)
CDRH OIVD

ALTERNATE:
Robinowitz, Max (A)
CDRH OIVD
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CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

Area Committee on
Evaluation Protocols

Area Committee on
Hematolgy

Area Committee on
Hematology

Area Committee on
Hematology

Area Committee on
Hematology

Area Committee on
Immunology and Ligand
Assay

Area Committee on
Immunology and Ligand
Assay

Area Committee on
Immunology and Ligand
Assay

Area Committee on
Immunology and Ligand
Assay

Area Committee on
Immunology and Ligand
Assay

Area Committee on
Microbiology

Area Committee on
Microbiology

Area Committee on
Microbiology

Subcommittee on User
Verification of
Performance for Precision
and Trueness

Analyzers

Point of Care Monitoring
of Anticoagulation
Therapy

Subcommittee on
Quantitative D-Dimer with
Emphasis on the
Evaluation of Venous
Thromboembolic Disease

Subcommittee on Design
and Validation of
Immunoassays for
Assessment of Human
Immunogenicity and
Aliergenicity of New Drugs

Subcommittee on Quality
Assurance for
Immunocytochemistry

Subcommittee to revise
IILA27-A, Newborn
Screening

Subcommittee on
Newborn Screening for
Cystic Fibrosis

Subcommittee on
Antifungal Susceptibility
Tests

Subcommittee on
Antimicrobial
Susceptibility Testing

Subcommittee on
Antimicrobial
Susceptibility Testing of

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

PRIMARY:
Vishnuvajjala, Rama
(P) CDRH OSB

PRIMARY:
Akselrod, Stefanie (P)
CDRH OIVD

PRIMARY:
Nguyen, Lan (P)
CDRH OIVD

PRIMARY:
Ginyard, Valerie (P)
CDRH OIVD

PRIMARY:
Bautista, Josephine
(P) CDRH OIVD
ALTERNATE:
Nguyen, Lan (A)
CDRH OIVD

PRIMARY:
Stafford, Elizabeth (P)
CDRH OIVD

PRIMARY:
Robinowitz, Max (P)
CDRH OIVD

TECH EXPERT:
Welch, Jan (T) CDRH
ocC

PRIMARY:
Lightfoote, Marilyn (P)
CDRH OSEL

PRIMARY:
Kelm, Kellie (P)
CDRH OIVD

PRIMARY:
Poole, Freddie (P)
CDRH OIVD

ALTERNATE:
Brill, Marieann (A)
CDRH OIVD
PRIMARY:

Poole, Freddie (P)
CDRH OIVD

PRIMARY:

Wilbon, Tonya (P)
CDRH OIVD
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CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

Area Committee on
Microbiology

Area Committee on
Microbiology

Area Committee on

Microbiology

Area Committee on
Microbiology

Area Committee on
Microbiology

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Human Mycoplasma

Subcommittee on
Antimycobacterial
Susceptibility Testing

Subcommittee on Culture
Media

Subcommittee on Quality
Control Microbiolgical
Transport Systems

Subcommittee on User
Verification/Validation of
Microbial Identification
and Antimicrobial
Susceptibility Testing
Systems

Subcomittee on Molecular
Diagnostics for Genetic
Diseases

Subcommitee on Nucleic
Acid Amplification Assays
for Molecular
Hematopathology

Subcommittee on
Fluorescence In Situ
Hybridization (FISH)
Methods for Medical
Genetics

Subcommittee on
Molecular Testing in
Small- to Medium-Sized
Clinical Laboratories

Subcommittee on Nucleic
Acid Sequencing Methods
in Diagnostic Laboratory
Medicine

Subcommittee on Nucleic
Acid Sequencing Methods
in Diagnostic Laboratory
Medicine; Approved
Guideline (MM09-A)

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

PRIMARY:
Brill, Marieann (P)
CDRH OIVD

PRIMARY
Hitchins, Victoria (P)
CDRH OSEL

PRIMARY':
Peat, Raquel (P)
CDRH OIVD

ALTERNATE:
Akselrod, Stefanie (A)
CDRH OIVD
PRIMARY:

Brill, Marieann (P)
CDRH OIVD

ALTERNATE:
Hojvat, Sally (A)
CDRH OIVD
PRIMARY:

Poole, Freddie (P)
CDRH OIVD

ALTERNATE:
Elespuru, Rosalie (A)
CDRH OSEL
PRIMARY:
Martinez-murillo,
Francisco (P) CDRH
OIVD

PRIMARY:
Bijwaard, Karen (P)
CDRH OIVD
ALTERNATE:
Nguyen, Lan (A)
CDRH OIVD

ALTERNATE:
Hanson, Karen (A)
CDRH OIVD
PRIMARY:

Philip, Reena (P)
CDRH OIVD

PRIMARY:

El Mubarak, Haja
Sittana (P) CDRH
OIVD

ALTERNATE:
Martinez-murillo,
Francisco (A) CDRH
OIVD

PRIMARY:
Feldblyum, Tamara
(P) CDRH OIVD
ALTERNATE:
Ramamurthy,
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CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

CLSI

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular Methods

Area Committee on
Molecular methods

Area Committee on
Molucular Methods

Area Committee on
Point of Care Testing

Area Committee on
Point of Care Testing

Area Committee on
Point-of-Care Testing

Area Committee on
Point-of-Care Testing

Subcommittee on
Quantitative Molecular
Methods for Infectious
Diseases

Subcommittee on
Verification and Validation
of Multiplex Nucleic Acid
Assays

Subcommittee on Good
Laberatory Practices for
Ensuring Quality and
Competence in Molecular
genetics Testing for
Heritable Diseases

Subcommittee on Quality
Management for
Molecular Genetic Testing

Glucose Monitoring in
Settings without Lab
Support (POCT13)

Subcomittee on
Emergency and Disaster
POCT

Subcomittee on Glucose
Testing in Acute and
Chronic Care

Subcommittee on
Continuous Interstitial
Glucose Monitoring

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

IVD

Lakshman (A) CDRH
OIVD

ALTERNATE:

El Mubarak, Haja
Sitta (A) CDRH OIVD
PRIMARY:

Li, Li (P) ORA CE-FO

ALTERNATE:
Bijwaard, Karen (A)
CDRH OIVD
PRIMARY:
Tezak-fragale, Zivana
(P) CDRH OIVD

PRIMARY:

Scherf, Uwe (P)
CDRH OIVD
ALTERNATE:
Tezak-fragale, Zivana
(A) CDRH OIVD

PRIMARY:
Ranamukhaarachchi,
Dayawansa (P)
CDRH OIVD

OBSERVER:

Levin, Joshua (O)
CDRH OIVD
PRIMARY:
Ranamukhaarachchi,
Dayawansa (P)
CDRH OCD

PRIMARY:

Harper, Courtney (P)
CDRH OIVD
ALTERNATE:
Serrano, Katherine
(A) OC OCs

PRIMARY:
Hobson, John (P)
CDRH OIVD
ALTERNATE:
Puri, Beena (A)
CDRH OIVD

ALTERNATE:
Bernhardt, Patricia (A)
CDRH OIVD

Reilly, Eugene CDRH
OoSsB

PRIMARY:

Bernhardt, Patricia (P)
CDRH OIVD
ALTERNATE:

Pinkos, Arleen (A)
CDRH OIVD
OBSERVER:

Zimliki, Charles (O)
CDRH ODE
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Area Committee on Subcommittee on PRIMARY:

CLSI Point-of-Care Testin Implementation of POCT1 IVD Chappie, Ann Marie
9 by Healthcare Providers (P) CDRH OIVD
PRIMARY:

Subcommittee on Method Chappie, Ann Marie

Area Committee on - (P) CDRH OIVD
CLSU " point-of-Care Testing &gﬁﬁgﬂg Glucose VD ALTERNATE:
9 Moyer, Vicki (A)
CDRH OIVD
PRIMARY:

cLs  AveaCommitee on VD Chappie, Ann Marie

Point-of-Care Testing (P) CDRH OIVD

PRIMARY
Lovell, Stephen (P)
Area Committee on . . CDRH OIVD
CLSI point-of-Care-Testing | Mfectious Diseases VD ALTERNATE:
Shawar, Ribhi (A)
CDRH OIVD
Area Committee on Subcommittee on PRIMARY :
CLSI Quality Systems and Validation of Evacuated IVD Chan, Yung (P)
Laboratory Practices Blood Collection Tubes CDRH OIVD
ALTERNATE:
Area Committee on glgqukh%all\r;glle Q)
CLSI Quality Systems and IVD .
Laboratory Practices PRIMARY:
Wilbon, Tonya (P)
CDRH OIVD
CLSI Board of Directors IVD (Policy)
PRIMARY

Kane, James (P)
Dental / ENT / CDRH ODE

IEC TC 029 Electroacoustics WG 13 Hearing aids Neuro ALTERNATE:
Peng, Shu-chen (A)
CDRH ODE
PRIMARY:
IEC TC 056 Dependability General Midgette, William (P)
CDRH OSEL
ALTERNATE:
Doyle, Robert (A)
TC 061 Safety of SC 61B Safety of . CDRH OCER
IEC household and similar ) Radiology .
electrical appliances microwave ovens PRIMARY:
PP Kraus, George (P)
CDRH OCER
PRIMARY:
Miller, Sharon (P)
IEC -r:c?uggrllo?c?]:r?cli cs)gmilar MT 16 Ultra-violet Radiolo CDRH OCER
oloctrioal anolianees radiation 9y ALTERNATE:
PP Savalia, Varsha (A)
CDRH OCER
ALTERNATE:
TC 062 Electrical SC 62A Common Aspects MT 31 Safety of Jones, Paul (A)
. i . . . computer systems used = Software / CDRH OSEL
IEC equipment in medical of Electrical Equipment . . . : .
. ) : . in medical electrical Informatics PRIMARY:
practice Used in Medical Practice . .
equipment Weitershausen,
Joanna (P) CDRH OC
TC 062 Electrical SC 62A Common aspects MT 23 Electromagnetic PRIMARY:
IEC equipment in medical of electrical equipment compatibilit 9 General Silberberg, Jeffrey (P)
practice used in medical practice P y CDRH OSEL
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IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62A Common aspects
of electrical equipment
used in medical practice

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

MT 25 Ergonomics and

graphical symbols

MT 27 Risk
management

MT 28 Electrical
hazards

MT 29 Mechanical
hazards

MT 30 Overheating, fire

protection and
additional hazards

MT 30 Computed
tomography

MT 31 Mammographic
X-ray equipment

MT 32 Requirements
for X-ray source
assemblies

MT 34 Revision of
60601-2-37: Medical
electric equipment -

General

General

General

General

General

General

Radiology

Radiology

Radiology

Radiology

ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:
Herman, Carol (P)
CDRH OSEL
ALTERNATE:
Kaye, Ronald (A)
CDRH ODE

ALTERNATE:
Brown Smith,
Kimberly (A) CDRH
ocC

ALTERNATE:
Burns, Melissa (A)
CDRH OC
PRIMARY:
Midgette, William (P)
CDRH OSEL
ALTERNATE:
Torres, Melissa (A)
CDRH OC

ALTERNATE:
Mehrabi, Ali (A)
CDRH OSEL
PRIMARY':
Weininger, Sandy (P)
CDRH OSEL

ALTERNATE:

Syed, Sajjad (A)
CDRH ODE
PRIMARY:
Weininger, Sandy (P)
CDRH OSEL

ALTERNATE:
Kyprianou, lacovos
(A) CDRH OSEL
PRIMARY:

Stern, Stanley (P)
CDRH OCER

PRIMARY:
Chakrabarti,
Kishalaya (P) CDRH
OIVD

ALTERNATE:
Kaczmarek, Richard
(A) CDRH OCER

PRIMARY:
Walker, James (P)
CDRH CONT

PRIMARY
Herman, Bruce (P)
CDRH OSEL
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IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62B Diagnostic
imaging equipment

SC 62C Equipment for
radiotherapy, nuclear
medicine and radiation
dosimetry

SC 62C Equipment for
radiotherapy, nuclear
medicine and radiation
dosimetry

SC 62C Equipment for
radiotherapy, nuclear
medicine and radiation
dosimetry

SC 62D Electromedical
equipment

Part 2-37: Particular
requirements for the
safety of ultrasonic

medical diagnostic....

MT 37 IEC 60601-1-3
Ed.2 Medical electrical
equipment - Part 1-3:
General requirements
for radiation protection
in diagnostic X-ray
equipment

MT 38 Revision of IEC
61223-3-1 and IEC
61223-3-3

MT 40 Magnetic
resonance equipment
for medical diagnosis

WG 35 IEC 62312-1:
Magnetic resonance
equipment for
diagnostic imaging -
Determination of
characteristics - Part 1

WG 36 Image display
devices

WG 45 ltems within the
controlled access area
of Magnetic resonance
equipment for human
application

WG 01 Beam
teletherapy and particle
accelerators

WG 02 Nuclear
medicine
instrumentation

WG 03 Performance of
dosimeters

MT 17 High frequency
surgical equipment

Radiology

Radiology

Radiology

Radiology

Radiology

Materials

Radiology

Radiology

Radiology

Radiology

General Hospital /
General Plastic
Surgery

PRIMARY::
Kaczmarek, Richard
(P) CDRH OCER

PRIMARY::
Kaczmarek, Richard
(P) CDRH OCER

PRIMARY:

Kainz, Wolfgang (P)
CDRH OSEL
ALTERNATE:
Rajan, Sunder (A)
CDRH ODE

ALTERNATE:
Kainz, Wolfgang (A)
CDRH OSEL
PRIMARY:

Rajan, Sunder (P)
CDRH ODE

PRIMARY:

Badano, Aldo (P)
CDRH OSEL
ALTERNATE:
Chakrabarti,
Kishalaya (A) CDRH
OIVD

PRIMARY
Woods, Terry (P)
CDRH OSEL

PRIMARY':
Chakrabarti,
Kishalaya (P) CDRH
OIVD

ALTERNATE:
Chakrabarti,
Kishalaya (A) CDRH
OIVD

ALTERNATE:
Kang, Simkeon (A)
CDRH ODE

ALTERNATE:

Chen, Long (A) CDRH
ODE

PRIMARY:
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IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

TC 062 Electrical
equipment in medical
practice

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

SC 62D Electromedical
equipment

MT 18 Therapy
equipment

MT 19 Requirements
for Defibrillators

MT 20 Hemodialysis
equipment

MT 21 Paediatric
equipment

MT 22 Transcutaneous
partial pressure
monitoring equipment

MT 23 Infusion pumps

MT 24 Extra-corporeal
lithotripsy equipment

MT 25 Hospital beds

MT 27 Luminaires for
surgery and diagnosis

PT 60601-2-62

Radiology

Cardiology

OB-GYN/
Gastroenterology

General Hospital /
General Plastic
Surgery

General

General Hospital /
General Plastic
Surgery

OB-GYN/
Gastroenterology

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

Radiology

General

Horbowyj, Roxolana
(P) CDRH ODE

ALTERNATE:

De Luca, Robert (A)
CDRH ODE
PRIMARY:

Harris, Gerald (P)
CDRH OSEL

ALTERNATE:

Gray, Richard (A)
CDRH OSEL
PRIMARY:
Tovar-calderon,
Oscar (P) CDRH ODE

PRIMARY:
Gonzalez, Gema (P)
CDRH ODE

ALTERNATE:
Burdick, William (A)
CDRH ODE
PRIMARY:
Pressly, Nancy (P)
CDRH OSB

ALTERNATE:
Gonzalez, Gema (A)
CDRH ODE
PRIMARY:

Pressly, Nancy (P)
CDRH OCD

ALTERNATE:
Jetley, Raoul (A)
CDRH OSEL
PRIMARY:
Stevens, Alan (P)
CDRH ODE

PRIMARY':
Harris, Gerald (P)
CDRH OSEL

PRIMARY:

Ferlo Todd, Joan (P)
CDRH OSB
ALTERNATE:
Powers, Matthew (A)
CDRH OC

ALTERNATE:

Liu, Yunbo (A) CDRH
OSEL

PRIMARY:
Maruvada, Subha (P)
CDRH OSEL

PRIMARY:
Weininger, Sandy (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
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IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

TC 065 Industrial
Process Measurement
and Control

TC 065 Industrial
Process Measurement
and Control

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

TC 076 Optical radiation
safety and laser
equipment

SC 65A Systems Aspects

SC 65A Systems Aspects

WG 10 Functional
safety of programmable
electronic systems

WG 10 Functional
safety of programmable
electronic systems

WG 01 Optical radiation
safety

WG 03 Laser radiation
measurement

WG 04 Safety of
medical laser equipment

WG 05 Safety of fibre
optics communications
systems

WG 07 High power
lasers

WG 08 Development
and maintenance of
basic standards

WG 09 Non coherent
sources

WG 10 Safety of lasers
and laser equipment in
an industrial materials
processing environment

Software /
Informatics

Software /
Informatics

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

CDRH OSEL

PRIMARY:
Jones, Paul (P)
CDRH OSEL

PRIMARY
Jones, Paul (P)
CDRH OSEL

ALTERNATE:
Hewett, Daniel (A)
CDRH OCER
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

ALTERNATE:
James, Robert (A)
CDRH OSEL
PRIMARY :
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:
Basu, Sankar (P)
CDRH ODE
ALTERNATE:
Strzelecki,
Wlodzimierz (A)
CDRH OCER

ALTERNATE:
Hewett, Daniel (A)
CDRH OCER
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:
Basu, Sankar (P)
CDRH ODE
ALTERNATE:
Strzelecki,
Wilodzimierz (A)
CDRH OCER

ALTERNATE:
Hewett, Daniel (A)
CDRH OCER
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

ALTERNATE:
Basu, Sankar (A)
CDRH ODE
PRIMARY:
Miller, Sharon (P)
CDRH OCER

ALTERNATE:
Hewett, Daniel (A)
CDRH OCER
PRIMARY:
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IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

IEC

TC 076 Optical radiation
safety and laser
equipment

TC 077 Electromagnetic
compatibility

TC 087 Ultrasonics

TC 087 Ultrasonics

TC 087 Ultrasonics

TC 087 Ultrasonics

TC 106 Methods for the
assessment of electric,
magnetic and
electromagnetic fields
associated with human
exposure

TC 110 3D Display

TC 113 Nanotechnology
standardization for
electrical and electronic
products and systems

U. S. Coordinating
committee on
electromagnetic
compatibility

(WG w/ISO TC
172/SC9 WG3)

WG 06 High Intensity
Therapeutic Ultrasound
(HITU) and Focusing
Transducers

WG 08 Ultrasonic field
measurement

WG 09 Pulse-Echo
Diagnostic Equipment

WG 14 Determination of
ultrasound exposure
parameters

PT 62629 Measuring
Methods for 3D Display

Radiology

General

Radiology

Radiology

Radiology

Radiology

General

Radiology

General

General

Strzelecki,
Wilodzimierz (P)
CDRH OCER

ALTERNATE:
James, Robert (A)
CDRH OSEL
PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:

Liu, Yunbo (P) CDRH
OSEL

ALTERNATE:
Maruvada, Subha (A)
CDRH OSEL

ALTERNATE:
Harris, Gerald (A)
CDRH OSEL
PRIMARY:
Herman, Bruce (P)
CDRH OSEL

PRIMARY:
Wear, Keith (P)
CDRH OSEL

ALTERNATE:
Herman, Bruce (A)
CDRH OSEL
PRIMARY:

Liu, Yunbo (P) CDRH
OSEL

PRIMARY:
Badano, Aldo (P)
CDRH OSEL

PRIMARY
Malghan,
Subhaschan (P)
CDRH OSEL

PRIMARY
Silberberg, Jeffrey (P)
CDRH OSEL
ALTERNATE:
Witters, Donald (A)
CDRH OSEL
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IEC

IECEE

IECEE

IEEE

IEEE

IEEE

IEEE

IEEE

IEEE

IEEE

IEEE

ISAC

ISBT

ISO

U.S. Safety
Coordinating Committee
(USSCC)

Committee of Testing
Laboratories

Committee of Testing
Laboratories

EMB Standards

International Committee
on Electromagnetic
Safety (ICES) TC 215

International Committee
on Electromagnetic
Safety (ICES) TC34

International Committee
on Electromagnetic
Safety (ICES) TC34

International Committee
on Electromagnetic
Safety (ICES) TC95

International Committee
on Electromagnetic
Safety (ICES) TC95

International Committee
on Electromagnetic
Safety (ICES) TC95

International Committee
on Electromagnetic
Safety (ICES) TC95

Clinical and Regulatory
Affairs Committee

Automation and Data
Processing Working
Group

TC 84 Devices for
administration of
medicinal products and

SC2 Wireless Handset
SAR Certification

SC2 Wireless Handset
SAR Certification

Executive Committee

SC1 Measurements and

computation

SC3 Safety levels to

human exposure 0-3kHz

SC4 Safety levels to
human exposure
3kHz-300GHz

Expert Task Force 11:
Lasers

Expert Task Force 3:
Electrical equipment for
medical use;
Measurement, control
and laboratory
equipment

Working Group (WG)
on EEG

TC 215 Joint Working
Group for medical
device communication
and data exchange
systems

WG1 Experimental
Techniques

WG2 Computational
Techniques

WG 05 Joint TC 84 -
TC76-TC 121/SC 03

WG: Pulmonary devices

General (Policy)

Radiology

Radiology

Dental / ENT /
Neuro

Software /
Informatics

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

General (Policy)

Software /
Informatics

Anesthesia

PRIMARY:
Strzelecki,
Wilodzimierz (P)
CDRH OCER

PRIMARY:

Doll, Sara (P) CDRH
ODE

ALTERNATE:
Hoffmann, Michael (A)
CDRH ODE

ALTERNATE:
Chang, Isaac (A)
CDRH OSEL
PRIMARY:

Kainz, Wolfgang (P)
CDRH OSEL

ALTERNATE:
Chang, Isaac (A)
CDRH OSEL
PRIMARY:

Kainz, Wolfgang (P)
CDRH OSEL

PRIMARY:
Bassen, Howard (P)
CDRH OSEL

PRIMARY':
Bassen, Howard (P)
CDRH OSEL

PRIMARY:
Bassen, Howard (P)
CDRH OSEL

PRIMARY:
Bassen, Howard (P)
CDRH OSEL

PRIMARY:
Magruder, Louise (P)
CDRH OIVD

PRIMARY:
Jorgens, Joseph (P)
CDRH OSEL

PRIMARY:
De, Sugato (P) CDRH
ODE

1/10/2011 11:07 AM



40 of 56

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

intravascular catheters

TC 069 Apllications of
statistical methods

TC 069 Applications of
statistical methods

TC 106 Dentistry

TC 106 Dentistry

TC 106 Dentistry

TC 106 Dentistry

TC 106 Dentistry

TC 106 Dentistry

TC 106 Dentistry

TC 121 Anaesthetic and
respiratory equipment

TC 121 Anaesthetic and

respiratory equipment

TC 121 Anaesthetic and
respiratory equipment

SC4 Applications of
Statistical Methods in
Process Management

SC 01 Filling and
restorative materials

SC 02 Prosthodontic
materials

SC 03 Terminology

SC 04 Dental instruments

SC 06 Dental equipment

SC 08 Dental implants

WG 10 Biological
evaluation

SC 01 Breathing
attachments and
anaesthetic machines

SC 02 Tracheal tubes and
other equipment

SC 03 Lung ventilators
and related equipment

General

General

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Dental / ENT /
Neuro

Anesthesia

Anesthesia

Anesthesia

PRIMARY:
Tang, Rong (P)
CDRH OSB

PRIMARY:
Tang, Rong (P)
CDRH OSB

ALTERNATE:
Malshet, Vasant (A)
CDRH ODE
PRIMARY:

Mulry, Kevin (P)
CDRH ODE

ALTERNATE:
Adjodha, Michael (A)
CDRH ODE
PRIMARY:

Steen, Andrew (P)
CDRH ODE

PRIMARY:

Betz, Robert (P)
CDRH ODE
ALTERNATE:
Steen, Andrew (A)
CDRH ODE

ALTERNATE:
Mendelson, Michael
(A) CDRH OCER
PRIMARY:

Ryan, Michael (P)
CDRH ODE

PRIMARY:
Mulry, Kevin (P)
CDRH ODE
ALTERNATE:
Ryan, Michael (A)
CDRH ODE

ALTERNATE:
Clupper, Daniel (A)
CDRH ODE
PRIMARY:

Ryan, Michael (P)
CDRH ODE

ALTERNATE:
Ryan, Michael (A)
CDRH ODE
PRIMARY:
Steen, Andrew (P)
CDRH ODE

PRIMARY:
Love, Kimberly (P)
CDRH OSB

PRIMARY':

Choe, Melanie (P)
CDRH ODE
ALTERNATE:
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

SC 01 Materials

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 02 Cardiovascular
implants and
extracorporeal systems

SC 03 Neurosurgical
implants

WG 01 Cardiac valves

WG 03 Vascular
prostheses

WG 04 Blood gas
exchangers

WG 05 Renal
replacement,
detoxification and
apheresis

WG 06 Vascular
device/drug
combination products

Materials

Cardiology

Cardiology

Cardiology

OB-GYN/
Gastroenterology

Cardiology

Cardiology

Dental / ENT /
Neuro

Medicus, Jennifer (A)
CDRH OC

PRIMARY:
Demian, Hany (P)
CDRH ODE
ALTERNATE:
Gantt, Aubrey (A)
CDRH ODE
ALTERNATE:
Goode, John (A)
CDRH ODE
ALTERNATE:
Woods, Terry (A)
CDRH OSEL

TECH EXPERT:
Aguel, Fernando (T)
CDRH ODE
ALTERNATE:
Aguel, Fernando (A)
CDRH ODE
PRIMARY:

Stewart, Sandy (P)
CDRH OSEL

PRIMARY:

Abel, Dorothy (P)
CDRH ODE
ALTERNATE:
Goode, Jennifer (A)
CDRH ODE
ALTERNATE:
Smith, Angela (A)
CDRH ODE

ALTERNATE:

Lu, Qijin (A) CDRH
OSEL

PRIMARY:

Wentz, Catherine (P)
CDRH ODE

PRIMARY:
Gonzalez, Gema (P)
CDRH ODE

PRIMARY':

Goode, Jennifer (P)
CDRH ODE
ALTERNATE:

Pinto, Hina (A) CDRH
ODE

PRIMARY:
Rinaldi, Jean (P)
CDRH OSEL
ALTERNATE:
Woods, Terry (A)
CDRH OSEL
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

SC 04 Bone and joint
replacements

SC 04 Bone and joint
replacements

SC 05 Osteosynthesis
and spinal devices

SC 05 Osteosynthesis

and spinal devices

SC 06 Active Implants

SC 06 Active implants

SC 06 Active implants

SC 06 Active implants

WG 01 Mechanical
testing of components

WG 02 Spinal devices

WG 06 Circulatory
support devices

WG 03, Cochlear
implants

WG 04 Implantable
infusion pumps

WG 05 Implantable
neurostimulators

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Cardiology

Dental / ENT /
Neuro

General Hospital /
General Plastic
Surgery

Dental / ENT /
Neuro

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Goode, John (P)
CDRH ODE

ALTERNATE:
Demian, Hany (A)
CDRH ODE
PRIMARY:
Goode, John (P)
CDRH ODE

ALTERNATE:
Bechtold, Stephanie
(A) CDRH ODE
ALTERNATE:
Dreher, Maureen (A)
CDRH OSEL
PRIMARY:

Peck, Jonathan (P)
CDRH ODE

ALTERNATE:
Bechtold, Stephanie
(A) CDRH ODE
ALTERNATE:
Dreher, Maureen (A)
CDRH OSEL
PRIMARY:

Peck, Jonathan (P)
CDRH ODE

PRIMARY:

Berman, Michael (P)
CDRH OSEL
ALTERNATE:
Rinaldi, Jean (A)
CDRH OSEL

PRIMARY:

Kane, James (P)
CDRH ODE

TECH EXPERT:
Krauthamer, Victor (T)
CDRH OSEL
ALTERNATE:
Nandkumar, Srinivas
(A) CDRH ODE
TECH EXPERT:
Regnault, William (T)
CDRH OSEL

ALTERNATE:
Jetley, Raoul (A)
CDRH OSEL
TECH EXPERT:
Stevens, Alan (T)
CDRH ODE

ALTERNATE:
Krauthamer, Victor (A)
CDRH OSEL
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 150 Implants for
surgery

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

SC 06 Active implants

SC 7 Tissue Engineered

Medical Products

SC2 Cardiovascular
implants and
extracorporeal systems

Vascular resorbable
implants

WG 05 Retrieval and
analysis of implants

WG 10 Minimum burst
pressure and burst
volume requirements

WG 11 Packaging
integrity

WG 12 Determination of
the amount of lubricant

WG 13 Stability
assessment

WG 14 Guidance on the
use of ISO 4074

WG 15 Test methods
for the effect of
additional lubricants on
physical properties of
condoms

WG 17 Synthetic
condoms

WG 18 Female
condoms

WG 19 Methods for
hole detection

WG 20 Clinical trials

Cardiology

Tissue
Engineering

Materials

Materials

Orthopaedics /
Physical Medicine

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

ALTERNATE:
Krauthamer, Victor (A)
CDRH OSEL
PRIMARY:

Shein, Mitchell (P)
CDRH ODE

PRIMARY:
Kaplan, David (P)
CDRH OSEL
ALTERNATE:
Witten, Celia (A)
CBER OCTGT

ALTERNATE:
Dreher, Maureen (A)
CDRH OSEL
PRIMARY:

Takai, Erica (P)
CDRH ODE

ALTERNATE:
Goode, John (A)
CDRH ODE
PRIMARY:
Melkerson, Mark (P)
CDRH ODE

PRIMARY:
Blyskun, Elaine (P)
CDRH ODE
ALTERNATE:
Walsh, Donna (A)
CDRH OSEL

PRIMARY:
Pollard, Colin (P)
CDRH ODE

PRIMARY:
Teixeira, Joseph (P)
ORANE-FO

PRIMARY:
Teixeira, Joseph (P)
ORA NE-FO

ALTERNATE:
Kotz, Richard (A)
CDRH OSB
PRIMARY :
Pollard, Colin (P)
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 157 Mechanical
contraceptives

TC 157 Mechanical
contraceptives

TC 172 Optics and
photonics

TC 172 Optics and
photonics

TC 172 Optics and
photonics

TC 172 Optics and
photonics

TC 172 Optics and
photonics

TC 172 Optics and
photonics

SC 5 Microscopes and
endoscopes

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

WG 23 Natural rubber
latex condoms

WG 6 Endoscopes

WG 1 Terminology

WG 2 Spectacle frames

WG 3 Spectacle lenses

WG 6 Ophthalmic
instruments and test
methods

WG 7 Ophthalmic
implants

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

OB-GYN/
Gastroenterology

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

Ophthalmics

CDRH ODE

PRIMARY:
Pollard, Colin (P)
CDRH ODE

PRIMARY
Pollard, Colin (P)
CDRH ODE

ALTERNATE:
Miller, Sharon (A)
CDRH OSEL

PRIMARY:
James, Robert (P)
CDRH OSEL

TECH EXPERT:
Drum, Bruce (T)
CDRH ODE

TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE

TECH EXPERT:
Lepri, Bernard (T)
CDRH ODE
PRIMARY:

Miller, Sharon (P)
CDRH OSEL
TECH EXPERT:
Shi, Dexiu (T) CDRH
ODE

TECH EXPERT:
Alexander, Kesia (T)
CDRH ODE

TECH EXPERT:
Berman, Sheryl (T)
CDRH ODE
PRIMARY:
Calogero, Don (P)
CDRH ODE

TECH EXPERT:
Drum, Bruce (T)
CDRH ODE

TECH EXPERT:
Eydelman, Malvina
(T) CDRH ODE
TECH EXPERT:
Hilmantel, Gene (T)
CDRH ODE

TECH EXPERT:
Lepri, Bernard (T)
CDRH ODE

TECH EXPERT:
Miller, Sharon (T)
CDRH OSEL
TECH EXPERT:
Rorer, Eva (T) CDRH
ODE

TECH EXPERT:
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TC 172 Optics and

ISO photonics

ISO TC 172_ Optics and
photonics

ISO TC 172 Optics and
photonics

ISO TC 172_ Optics and
photonics

ISO TC 172 Optics and
photonics

ISO TC 172 Optics and
photonics

ISO TC 17; Optics and
photonics

ISO TC 172 Optics and
photonics

ISO TC 172_ Optics and
photonics

ISO TC 172 Optics and
photonics

ISO TC 172 Optics and

photonics

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

SC 7 Ophthalmic optics
and instruments

SC 9 Electro-optical

systems

SC 9 Electro-optical
systems

SC 9 Electro-optical
systems

SC 9 Electro-optical
systems

SC 9 Electro-optical
systems

SC 9 Electro-optical
systems

SC 9 Electro-optical
systems

WG 8 Data interchange

WG 9 Contact lenses

WG 1 Terminology and
test methods for lasers

WG 2 Interfaces and
system specifications
for lasers

WG 4 Laser systems for
medical applications

WG 5 Laser systems for
general applications

WG 6 Optical
components and their
test methods

WG 7 Electro-optical
systems other than
lasers

Ophthalmics

Ophthalmics

Ophthalmics

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Radiology

Ophthalmics

Shih, Ming Chuen (T)
CDRH ODE

TECH EXPERT:
Ghosh, Chandramal
(T) CDRH ODE
ALTERNATE:
Hilmantel, Gene (A)
CDRH ODE
TECH EXPERT:
Hutter, Joseph (T)
CDRH ODE
TECH EXPERT:
Lepri, Bernard (T)
CDRH ODE
TECH EXPERT:
Robboy, Marc (T)
CDRH ODE
TECH EXPERT:
Saviola, James (T)
CDRH ODE
TECH EXPERT:
Smith, Myra (T)
CDRH ODE

PRIMARY:

Miller, Sharon (P)
CDRH OSEL
ALTERNATE:

Shi, Dexiu (A) CDRH
ODE

ALTERNATE:
Shi, Dexiu (A) CDRH
ODE

ALTERNATE:
Shi, Dexiu (A) CDRH
ODE

ALTERNATE:
James, Robert (A)
CDRH OSEL

ALTERNATE:
Shi, Dexiu (A) CDRH
ODE

ALTERNATE:
James, Robert (A)
CDRH OSEL

ALTERNATE:
James, Robert (A)
CDRH OSEL

ALTERNATE:
James, Robert (A)
CDRH OSEL
PRIMARY:

Miller, Sharon (P)
CDRH OSEL
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 173 Assistive
products for persons
with disability

TC 173 Assistive
products for persons
with disability (RESNA)

TC 173 Assistive
products for persons
with disability (RESNA)

TC 173 Assistive
products for persons
with disability (RESNA)

TC 173 Assistive
products for persons
with disability (RESNA)

TC 176 Quality

management and quality

assurance

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

SC 3 Aids for ostomy and
incontinence

SC 1 Wheelchairs

SC 1 Wheelchairs

SC 1 Wheelchairs

SC 01 Tissue product
safety

SC 01 Tissue product
safety

SC 01 Tissue product
safety

SC 01 Tissue product
safety

WG 1 Test methods

WG 10 Requirements
and test methods for
electro-technical
systems for wheelchairs

WG 01 Risk
assessment,
terminology and global
aspects

WG 02 Sourcing
controls, collection and
handling

WG 03 Elimination and /
or inactivation of viruses
and TSE agents

WG 04 TSE Elimination

OB-GYN/
Gastroenterology

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

Orthopaedics /
Physical Medicine

General

Tissue
Engineering

Tissue
Engineering

Tissue
Engineering

Tissue
Engineering

ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL
PRIMARY:
Skrzypchak, Amy (P)
CDRH OC

ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL
PRIMARY:
Witters, Donald (P)
CDRH OSEL

ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL
PRIMARY:
Skrzypchak, Amy (P)
CDRH OC

ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL
PRIMARY:
Skrzypchak, Amy (P)
CDRH OC

PRIMARY:
Trautman, Kimberly
(P) CDRH OC
ALTERNATE:
Welch, Jan (A) CDRH
oC

ALTERNATE:

Lee, Mark (A) CBER
OCTGT

PRIMARY:
Mcnamee, Scott (P)
CDRH OC

ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
PRIMARY:
Mcnamee, Scott (P)
CDRH OC

ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
PRIMARY:
Mcnamee, Scott (P)
CDRH OC

PRIMARY:

Asher, David (P)
CBER OBRR
ALTERNATE:
Mchamee, Scott (A)
CDRH OC
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

WG 01 Systematic
approach to biological
evaluation and
terminology

WG 02 Degradation
aspects related to
biological testing

WG 03 Animal
protection aspects

WG 04 Clinical
investigation of medical
devices in humans

WG 05 Cytotoxicity

WG 06 Mutagenicity,
carcinogenicity and
reproductive toxicity

WG 07 Systemic toxicity

WG 08 Irritation,
sensitization

WG 09 Effects on blood

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

ALTERNATE:
Bailey, Michael (A)
CDRH ODE
PRIMARY:

Goode, Jennifer (P)
CDRH ODE

ALTERNATE:
Gantt, Aubrey (A)
CDRH ODE
PRIMARY:
Mcnamee, Scott (P)
CDRH OC

PRIMARY:
Davis, Judith (P)
CDRH ODE

TECH EXPERT:
Marcarelli, Michael
(T) CDRH OC
PRIMARY:

Richter, Kimber (P)
CDRH OC
ALTERNATE:
Santel, Fabienne (A)
CDRH OC

PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:

Toy, Jeffrey (A)
CDRH ODE

ALTERNATE:
Panguluri, Ramesh
(A) CDRH ODE
PRIMARY:

Toy, Jeffrey (P)
CDRH ODE

PRIMARY:
Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Dalal, Rakhi (A)
CDRH ODE

PRIMARY:

Malshet, Vasant (P)
CDRH ODE
ALTERNATE:
Virmani, Mridulika (A)
CDRH ODE

ALTERNATE:
Ghosh,
Chandramallika (A)
CDRH ODE
PRIMARY:

Goode, Jennifer (P)
CDRH ODE

TECH EXPERT:
Lu, Qijin (T) CDRH
OSEL
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 194 Biological
evaluation of medical
devices

TC 198 Sterilization
Standards Committee

WG 10 Implantation

WG 11 Allowable limits
of leachable substances

WG 12 Sample
preparation and
reference materials

WG 13 Toxicokinetic
study

WG 14 Material
characterization

WG 15 Strategic
approach to biological
assessment

WG 16, Pyrogenicity

WG 01 Industrial EO
sterilization

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Biocompatibility

Sterility

PRIMARY:
Malshet, Vasant (P)
CDRH ODE
ALTERNATE:

Toy, Jeffrey (A)
CDRH ODE

PRIMARY
Brown, Ronald (P)
CDRH OSEL
ALTERNATE:

Fu, Xin (A) CDRH
ODE

ALTERNATE:
Clupper, Daniel (A)
CDRH ODE
PRIMARY:

Ghosh,
Chandramallika (P)
CDRH ODE

ALTERNATE:
Brown, Ronald (A)
CDRH OSEL
PRIMARY:

Luu, Hoan My (P)
CDRH OSEL

ALTERNATE:
Isayeva, Irada (A)
CDRH OSEL
PRIMARY:
Pollack, Steven (P)
CDRH OSEL

PRIMARY:

Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Ghosh,
Chandramallika (A)
CDRH ODE

ALTERNATE:
Ghosh,
Chandramallika (A)
CDRH ODE
PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL

PRIMARY:

Brown, Ronald (P)
CDRH OSEL
ALTERNATE:
Goode, Jennifer (A)
CDRH ODE

ALTERNATE:
Kuchinski, John (A)
CDRH OC
PRIMARY:

Turtil, Steven (P)
CDRH ODE
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

WG 02 Radiation
sterlization

WG 03 Industrial moist
heat sterilization

WG 04 Biological
indicators

WG 05 Sterilization
terminology

WG 06 Chemical
indicators

WG 07 Packaging

WG 08 Microbiological
methods

WG 09 Aseptic
processing

WG 10 Liquid chemical
sterlization

WG 11 General criteria
for sterlization
processes

WG 12 Instructions for
reusable device
reprocessing

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

Sterility

ALTERNATE:
Malarkey, Mary Anne
(A) CBER OCBQ
PRIMARY:

Weixel, Patrick (P)
CDRH OC

ALTERNATE:
Jayan, Geetha (A)
CDRH ODE
PRIMARY:

Riegel, Elizabeth (P)
CDRH OC

ALTERNATE:
Demitrius, Christophe
(A) ORA NE-FO

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Lappalainen, Sharon
(A) CDRH ODE

ALTERNATE:
Claverie, Elizabeth (A)
CDRH ODE
PRIMARY

Jayan, Geetha (P)
CDRH ODE

PRIMARY:
Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Turtil, Steven (A)
CDRH ODE

PRIMARY:

Hitchins, Victoria (P)
CDRH OSEL
ALTERNATE:
Lappalainen, Sharon
(A) CDRH ODE

PRIMARY:

Arista, Thomas (P)
ORA ORO
ALTERNATE:
Mayhall, Elaine (A)
CDRH ODE

PRIMARY:

Jayan, Geetha (P)
CDRH ODE
ALTERNATE:
Rodriguez, Allison (A)
ORA NE-FO

PRIMARY:
Turtil, Steven (P)
CDRH ODE
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 198 Sterilization
Standards Committee

TC 209 Cleanrooms and
Associated Controlled
Environments

TC 210 Quality
management and
corresponding general
aspects for medical
devices

TC 210 Quality
management and
corresponding general
aspects for medical
devices

TC 210 Quality
management and
corresponding general
aspects for medical
devices

TC 210 Quality
management and
corresponding general
aspects for medical
devices

TC 210 Quality
management and
corresponding general
aspects for medical
devices

TC 212 Clinical
laboratory testing and in
vitro diagnostic test
systems (CLSI)

WG 13 Washer-
disinfectors

WG 14, Dry heat
sterilization

WG 14, Dry heat
sterilization

JWG 01 Application of
risk management to
medical devices

WG 01 Application of
quality systems to
medical devices

WG 02 General aspects
stemming from the
application of quality
principles to medical
devices

WG 03 Symbols and
nomenclature for
medical devices

WG 01 Quality and
competence in the
medical laboratory

Sterility

Sterility

Sterility

General

General

General

General

General

IVD

ALTERNATE:
Hitchins, Victoria (A)
CDRH OSEL

PRIMARY:
Mayhall, Elaine (P)
CDRH ODE
ALTERNATE:
Perez, Cesar (A)
CDRH OC

PRIMARY:

Arista, Thomas (P)
ORA ORO
ALTERNATE:
Demitrius, Christophe
(A) ORANE-FO

ALTERNATE:
Brown Smith,
Kimberly (A) CDRH
ocC

ALTERNATE:
Burns, Melissa (A)
CDRH OC
PRIMARY:
Midgette, William (P)
CDRH OSEL
ALTERNATE:
Torres, Melissa (A)
CDRH OC

PRIMARY::
Trautman, Kimberly
(P) CDRH OC
ALTERNATE:
Welch, Jan (A) CDRH
oC

PRIMARY:
Elder, lleana (P)
CDRH OIVD

PRIMARY:
Herman, Carol (P)
CDRH OSEL

PRIMARY:
Herman, Carol (P)
CDRH OSEL
ALTERNATE:
Trautman, Kimberly
(A) CDRH OC

Maher, Kevin CDRH
PRIMARY:

Pinkos, Arleen (P)
CDRH OIVD
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 212 Clinical
laboratory testing and in
vitro diagnostic test
systems (CLSI)

TC 212 Clinical
laboratory testing and in
vitro diagnostic test
systems (CLSI)

TC 212 Clinical
laboratory testing and in
vitro diagnostic test
systems (CLSI)

TC 212 Clinical
laboratory testing and in
vitro diagnostic test
systems (CLSI)

TC 229
Nanotechnologies

TC 229
Nanotechnologies

TC 229
Nanotechnologies

TC 229
Nanotechnologies

TC 229
Nanotechnologies

TC 76 Transfusion,
Infusion and Injection
Equipment for Medical
or Pharmaceutical Use

WG 02 on Reference
systems

WG 03 General Policy:
In vitro diagnostic
products

WG 04 on Antimicrobial
susceptibility testing

JWG 1 Terminology
and nomenclature

JWG 2 Measurement
and characterization

WG 3 Health, Safety
and Environmental
Aspects of
Nanotechnologies

WG 1 Plastic devices

IVD

IVD

IVD

IVD

Nanotechnology

Nanotechnology

Nanotechnology

General

Nanotechnology

General Hospital /
General Plastic
Surgery

PRIMARY:
Kondratovich, Marina
(P) CDRH 0SB
ALTERNATE:
Martinez-murillo,
Francisco (A) CDRH
OIVD

ALTERNATE:
Bernhardt, Patricia (A)
CDRH OIVD
PRIMARY:

Gutierrez, Alberto (P)
CDRH OIVD

PRIMARY:

Poole, Freddie (P)
CDRH OIVD
ALTERNATE:
Wong, Alexandra (A)
CDRH OIVD

PRIMARY:
Gutierrez, Alberto (P)
CDRH OIVD

PRIMARY:

Dalal, Rakhi (P)
CDRH ODE
ALTERNATE:
Ranamukhaarachchi,
Dayawansa (A)
CDRH OCD

ALTERNATE:
Dair, Benita (A)
CDRH OSEL
PRIMARY:
Goering, Peter (P)
CDRH OSEL

ALTERNATE:
Kagan, Carolina (A)
CDRH OIVD
PRIMARY:

Ngatha, George (P)
CDRH OC

PRIMARY:
Malghan,
Subhaschan (P)
CDRH OSEL

PRIMARY:

Dalal, Rakhi (P)
CDRH ODE
ALTERNATE:
Goering, Peter (A)
CDRH OSEL
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ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

ISO

TC 76 Transfusion,
Infusion and Injection
Equipment for Medical
or Pharmaceutical Use

TC 76 Transfusion,
Infusion and Injection
Equipment for Medical
or Pharmaceutical Use

TC 76 Transfusion,
Infusion and Injection
Equipment for Medical
or Pharmaceutical Use

TC 76 Transfusion,
Infusion and Injection
Equipment for Medical
or Pharmaceutical Use

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

WG 2 Rigid container
systems and related
accessories for
parenterals and
injectables

WG 4 Elastomeric parts
and components and
related secondary
packaging components

WG 5 Blood collection
systems

WG 6 Primary
packaging materials for
medicinal products

Study Group on
non-coring needles

WG 03 Insulin syringes
and pen injectors for
drugs

WG 04 Needle-free
injectors

WG 06 Auto-injectors

WG 07 Safety issues
for needles

WG 08 Sharps
containers

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

General Hospital /
General Plastic
Surgery

ALTERNATE:
Colburn, Scott (A)
CDRH OSEL
PRIMARY:
Vesnovsky, Oleg (P)
CDRH OSEL

ALTERNATE:
Brooks, Mary (A)
CDRH OSB

TECH EXPERT:
Zimliki, Charles (T)
CDRH ODE

PRIMARY:

Shiu, Lana (P) CDRH
ODE

ALTERNATE:
Soprey, Pandu (A)
CDRH ODE

ALTERNATE:
Chikhale, Elsbeth (A)
CDER OPS
PRIMARY:

Watson, Anthony (P)
CDRH ODE

TECH EXPERT:
Zimliki, Charles (T)
CDRH ODE

ALTERNATE:
Brooks, Mary (A)
CDRH OSB
PRIMARY:
Colburn, Scott (P)
CDRH OSEL

ALTERNATE:
Colburn, Scott (A)
CDRH OSEL
PRIMARY:
Mayhall, Elaine (P)
CDRH ODE
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ISO

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

TC 84 Devices for
administration of
medicinal products and
intravascular catheters

INCITS PL22

ISO JTC1/SC 07 TAG,
Software Engineering

ISO TC 121 SC 03 IWG

07

ISO/IEC JTC Medical

Device Software ISO TC

210/IEC 62A

ISO/IEC WG ISO TC
215/IEC 62A

ISO/TC 121 & IEC/SC
62D WG

ISO/TC 121/SC 01 & SC

03-IEC/SC 62A

ISO/TC 121/SC 03 &
IEC/SC 62D

ISO/TC 121/SC 03/JWG

02

ISO/TC 121/SC01 &
IEC/SC 62D

JTC 1/SC 22

WG 9 Catheters

Vulnerabilities

Joint ISO/TC 121/SC
3-IEC/SC 62D JWG 07:
Non-invasive blood
pressure monitoring
equipment

JWG 03 Medical Device
Software IEC 62304

JWG 07 Risk
management for
IT-Networks
incorporating medical
devices IEC/ISO 80001

JWG 05: Respiratory
gas monitors

Joint Working Group
Closed Loop Therapy
Delivery Systems

JWG 01.: Critical care
ventilators

Joint ISO/TC 121/SC 03

- |IEC/SC 62A JWG 02:
Alarm systems

JWG 01 : Anaesthesia
workstations

General Hospital /  PRIMARY:

General Plastic
Surgery

Software /
Informatics

Software /
Informatics

Cardiology

Software /
Informatics

Software /
Informatics

Anesthesia

Anesthesia

Anesthesia

General

Anesthesia

Colburn, Scott (P)
CDRH OSEL

PRIMARY:
Spees, William (P)
CDRH OSEL

PRIMARY:

Murray, John (P)
CDRH OC
ALTERNATE:
Weitershausen,
Joanna (A) CDRH OC

PRIMARY:

Ho, Charles (P)
CDRH ODE
ALTERNATE:
Weininger, Sandy (A)
CDRH OSEL

ALTERNATE:
Fitzgerald, Brian (A)
CDRH OSEL
PRIMARY:

Murray, John (P)
CDRH OC

PRIMARY:
Fitzgerald, Brian (P)
CDRH OSEL
ALTERNATE:
Weininger, Sandy (A)
CDRH OSEL

PRIMARY:

Patel, Neel (P) CDRH
ODE

ALTERNATE:
Zimliki, Charles (A)
CDRH ODE

ALTERNATE:
Nguyen, Quynh (A)
CDER OND
PRIMARY:
Weininger, Sandy (P)
CDRH OSEL

PRIMARY:

Choe, Melanie (P)
CDRH ODE
ALTERNATE:
Medicus, Jennifer (A)
CDRH OC

PRIMARY :
Kaye, Ronald (P)
CDRH ODE

ALTERNATE:

De, Sugato (A) CDRH
ODE

PRIMARY:

Love, Kimberly (P)
CDRH OSB
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ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/IEC

ISO/TC 121/SC03 &
IEC/SC 62D

ISO/TC 121/SC03 &
IEC/SC 62D

ISO/TC 150/SC 06 &
IEC/SC 62B

ISO/TC 172/SC 07 &
IEC/SC 62D

ISO/TC 173 & [EC/SC

62D

ISO/TC 210-IEC/SC
62D JWG04

ISO/TC150/SC6 &
[EC/SC62D

JTC 1 Information
Technology

JTC 1 Information
Technology

SC 31 Automatic
identification and data
capture techniques

SC 31 Automatic
identification and data
capture techniques

JWG 04: Pulse
oximeters

JWG 08 Clinical
Thermometers

JWG Requirements for
the safety and
compatibility of
magnetic resonance

imaging for patients with

an active implantable
medical device

WG 09 Lens removal
and vitrectomy devices
for ophthalmic surgery

JWG 04 Medical Beds

JWGO04 - Small Bore
Connectors

Joint ISO/TC150
/SC6/IWGO01-
IEC/SC62D/JWG03
Cardiac pacemakers
and implantable
defibrillators

WG 4 Radio frequency
identification for item
management

Anesthesia

General Hospital /
General Plastic
Surgery

Materials

Ophthalmics

General Hospital /
General Plastic
Surgery

General

Cardiology

General

WG 5 Real time locating General

systems

ALTERNATE:

Patel, Neel (A) CDRH
ODE

PRIMARY:
Weininger, Sandy (P)
CDRH OSEL

PRIMARY:

Burdick, William (P)
CDRH ODE
ALTERNATE:

Shiu, Lana (A) CDRH
ODE

TECH EXPERT:
Kainz, Wolfgang (T)
CDRH OSEL
ALTERNATE:
Shein, Mitchell (A)
CDRH ODE
PRIMARY:

Woods, Terry (P)
CDRH OSEL

PRIMARY:
Shi, Dexiu (P) CDRH
ODE

PRIMARY:

Ferlo Todd, Joan (P)
CDRH OSB
ALTERNATE:
Powers, Matthew (A)
CDRH OC

PRIMARY:
Colburn, Scott (P)
CDRH OSEL
ALTERNATE:
Crowley, John (A)
CDRH OSB
PRIMARY:

Zimliki, Charles (P)
CDRH ODE

ALTERNATE:

Kalb, Soma (A) CDRH
ODE

PRIMARY:

Shein, Mitchell (P)
CDRH ODE

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY':
Seidman, Seth (P)
CDRH OSEL

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY:
Seidman, Seth (P)
CDRH OSEL
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ISO/IEC

ISO/IEC

NEMA

NEMA

NEMA

NEMA

NEMA

NEMA

NEMA

NEMA

JTC 1 Information
Technology

JTC 1 Information
Technology

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

Digital Imaging and
Communications in
Medicine (DICOM)
Standards Committee

NEMA/MITA

NEMA/MITA

SC 31 Automatic
identification and data
capture techniques

SC 31 Automatic
identification and data
capture techniques

Magnetic Resonance

Magnetic Resonance
Technical Committee

WG 7 Security for item
management

WG 11 Digital Display

WG 11 Display
Function

WG 15 Digital
Mammography

WG 16 Magnetic
Resonance

General

General

Radiology

Software /
Informatics

Radiology

Radiology

Radiology

Software /

Informatics

Radiology

Radiology

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY:
Seidman, Seth (P)
CDRH OSEL

ALTERNATE:
Beard, Brian (A)
CDRH OSEL
PRIMARY':
Seidman, Seth (P)
CDRH OSEL

ALTERNATE:
Chakrabarti,
Kishalaya (A) CDRH
OIVD

PRIMARY:
Jennings, Robert (P)
CDRH OSEL

ALTERNATE:
Chakrabarti,
Kishalaya (A) CDRH
OIVD

PRIMARY:
Jennings, Robert (P)
CDRH OSEL

PRIMARY:
Chakrabarti,
Kishalaya (P) CDRH
OIVD

ALTERNATE:
Kaczmarek, Richard
(A) CDRH OCER

ALTERNATE:
Kainz, Wolfgang (A)
CDRH OSEL
PRIMARY:

Rajan, Sunder (P)
CDRH ODE

PRIMARY:
Chakrabarti,
Kishalaya (P) CDRH
QIVD

ALTERNATE:
Chakrabarti,
Kishalaya (A) CDRH
OIVD

PRIMARY:

Kainz, Wolfgang (P)
CDRH OSEL
ALTERNATE:
Rajan, Sunder (A)
CDRH ODE

ALTERNATE:
Kainz, Wolfgang (A)
CDRH OSEL
PRIMARY:

Rajan, Sunder (P)
CDRH ODE
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NFPA

NFPA
(Fire)

RESNA

UL

USP

USP

Committee on
Hyperbaric and
Hypobaric Facilities

Laser Fire Protection

Wheelchairs
Standard for Software in
UL 1998 Programmable
Components
Convention CDRH USP Rep
Official CDRH
Correspondent

Anesthesia

Radiology

Orthopaedics /
Physical Medicine

Software /
Informatics

None

General (Policy)

PRIMARY:

Foreman, Christy (P)
CDRH ODE
ALTERNATE:
Weitershausen,
Joanna (A) CDRH OC

PRIMARY:
Hewett, Daniel (P)
CDRH OCER
ALTERNATE:
Hintz, Patrick (A)
CDRH OCER

ALTERNATE:
Schwerin, Matthew
(A) CDRH OSEL
PRIMARY:
Skrzypchak, Amy (P)
CDRH OC
ALTERNATE:
Witters, Donald (A)
CDRH OSEL

PRIMARY:
Jones, Paul (P)
CDRH OSEL

PRIMARY:
Lightfoote, Marilyn (P)
CDRH OSEL
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